PATHWAY® CTS 1500
CONTINENCE EVALUATION and TRAINING SYSTEM
OPERATOR’S GUIDE

] [
F

- =

d @O ©

Copyright © 2013
THE PROMETHEUS® GROUP
One Washington Street, Suite 303
Dover, New Hampshire 03820

FOR ASSISTANCE, CALL YOUR LOCAL SALES REPRESENTATIVE, DISTRIBUTOR, OR THE PROMETHEUS® GROUP AT
800.442.2325 IN THE U.S. AND CANADA OR 603.749.0733 INTERNATIONAL. FOR TELEPHONE TECHNICAL SUPPORT CALL
800.272.8492 IN THE U.S. AND CANADA OR 603.742.6053 INTERNATIONAL.

WEBSITE: www.theprogrp.com
E-MAIL: info@theprogrp.com

52_0O55PTgEN


http://www.theprogrp.com/�
mailto:info@theprogrp.com�

Pathway® CTS 1500 Operator's Guide

CONTENTS

NOMENCLATURE
SERVICE INFORMATION
TECHNICAL SUPPORT
INDICATIONS FOR USE
Muscle Activity Measurement
CONTRA-INDICATIONS FOR USE
Warnings
Cautions
EQUIPMENT & ACCESSORIES
CONTENTS
CHAPTER 1: PHYSICAL-MECHANICAL OVERVIEW & SETUP
The Pathway® CTS 1500 Module
Connecting the Pathway® CTS 1500 Module
Powering the Pathway® CTS 1500 Module
EMG A/Stim Channel
EMG B Channel
CHAPTER 2: PATHWAY® CTS 1500 SOFTWARE SETUP
Initial Startup Process
The First Time Startup Opening Screen
Create an Associate
Create a Location
Create Unique Identifiers
CHAPTER 3: CTS 1500 TOOLS
Introduction
View System Setup
Create/Edit/View Associates
Create/Edit/View Locations
View Associate Activities
Pelvic Muscle Rehabilitation
Create a Patient
Select an Existing Patient
Create a Patient Visit
Attachments
Launch CTS 1500 EMG/Stim
A 2EMGs, Endurance
H Stim, 50Hz, 50n100ff, 15min
Diagnosis and Plan of Care
Session Evaluation
Exercise Prescription
Opening Documents
Review Current Visit
Review Previous Visits
Review Patients By Date
Active Treatment Screen Changes Addendum
Modify Protocol
Channels
Display Type
Colors
Timing/Sound
Stim Menu
Screens

The
PRAMETHEUS'

www.theprogrp.com

Page 2 of 74

© oo ~N~N~NOO O OO oo~ B DS

OO U UUAACUTONARNDNMREMWWWWWWNRNNNNNRREPRRERRPRPRPR
O WPROMOMOODNNWRFR,R ONUINOTPRPRPODODUOWRLRO®©OOWOONNLERERO


http://www.theprogrp.com/�

Pathway® CTS 1500 Operator's Guide Page 3 of 74

Goals 65
Names 67
Markers 67
Utilities 69
Delete Protocol 70
SOFTWARE LICENSE AGREEMENT 73
STANDARD WARRANTY SERVICE AGREEMENT 74

© 2013 THE PROMETHEUS® GROUP. All rights reserved. This document contains confidential and proprietary information that is the property of THE
PROMETHEUS® GROUP and is protected by the copyright laws of the United States, international copyright treaties, and all other applicable national
laws. Any unauthorized use, reproduction or transfer of any information in this document is strictly prohibited. This document contains information
regarding technology that is protected under one or more United States patents and other pending United States and foreign patents. THE
PROMETHEUS® GROUP logo and combinations thereof, Prometheus® are trademarks of THE PROMETHEUS® GROUP, One Washington Street,
Suite 303, Dover, NH 03820. Pathway® is a registered trademark of THE PROMETHEUS® GROUP. All other brand and product names are used for
identification only and are the property of their respective holders. Specifications are subject to change without notice. Printed in U.S.A.

The
PRAM ETHEUS®

www.theprogrp.com



http://www.theprogrp.com/�

Pathway® CTS 1500 Operator's Guide Page 4 of 74

NOMENCLATURE

In this Operator’'s Guide, NOTES, CAUTIONS, and WARNINGS are included, which have the following
implications:

NOTE: A procedural emphasis - usually something regarding preparation for a process or a reminder that
some bit of information recorded here will be used later for another purpose

A CAUTION: A hazard to a piece of equipment or property — for example, potential for an electrical
short, water damage, or some other danger to the equipment but not the operator or patient.

®WARNING: A hazard to a person - a potential danger to the operator or patient such as electrical
shock or some other potential danger.

SERVICE INFORMATION

® WARNING: There are no serviceable parts within this device. The user should not attempt to
service the instrument beyond that described in the Pathway® CTS 1500 Device Operator’'s Guide.
Refer all other servicing to qualified service personnel. Please call 1-800-272-8492 in the U.S.A. and
Canada, or +1 (011) 603-742-6053 international, or e-mail support@theprogrp.com

® The instrument should be serviced by qualified service personnel when:
e Any cable, cord, or plug has been damaged.

e The instrument does not appear to operate normally or exhibits a marked change in
performance.

e The instrument has been dropped, or the casing is damaged.

e Fluid has been spilled on the instrument, or it has been immersed, and it appears that fluid
has entered the housing.

TECHNICAL SUPPORT

To contact THE PROMETHEUS® GROUP Technical Support for assistance: Telephone: 800-272-
8492 U.S.A. and Canada; +1 (011) 603-742-6053 international; e-mail: support@theprogrp.com.
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INDICATIONS FOR USE

Muscle Activity Measurement

e Muscle re-education, strengthening, endurance building, and relaxation of skeletal muscles, specifically
the pelvic floor muscles.

o Assessment of pelvic floor dysfunctions, monitoring the muscle activity associated with the performance
of Kegel exercises.

e Assessment of conditions including stress incontinence, mixed incontinence, and urge incontinence.

CONTRA-INDICATIONS FOR USE

Active Infection or Genital Disease

e Severe Pelvic Pain

e Pregnancy

e Postpartum or Post Surgical (6 weeks)
e Atrophic Vaginitis

e Dyspareunia

¢ Menstrual Period

e Pacemaker or Cardiac Arrhythmia

¢ Presence of Any Known Malignancy
¢ History of Severe Urine Retention

e Prolapse

¢ Diminished sensory perception

Warnings

®This device is not intended for use with anesthetic gases mixed with air, oxygen or nitrous oxide. Danger of
electrical ignition.

®Use only electrodes from THE PROMETHEUS® GROUP with the Pathway® CTS 1500. Any other electrodes
may not be compatible with the Pathway® CTS 1500.

®Do NOT immerse any part of this system in any fluid.

®To reduce the risk of electrical shock, Do NOT connect any preamplifier, lead wire, electrode, or any other
component to a wall outlet.

®Do NOT leave electrodes attached when device is not in use.

®To reduce the risk of electrical shock, Do NOT open the instrument’s housing. Refer servicing to qualified
personnel only.

®Disassembly of equipment by unauthorized personnel will void the instrument’s warranty.

®The following practices may be dangerous and void any guarantee(s) and obligations for THE
PROMETHEUS® GROUP: (1) The device is not used according to the enclosed manuals and other
accompanying documentation; (2) The device is modified by persons other than THE PROMETHEUS®
GROUP Service Technicians; (3) Do not use accessories, consumables and components not supplied or
approved by THE PROMETHEUS® GROUP.

®Discontinue use if bleeding develops.

®Be sure stimulation is off while inserting or removing sensors/electrodes.

®Skin irritation may develop beneath or around electrode sites.
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Cautions

A Prior to using this device, be sure to read the CTS 1500 Device Operator’s Guide for installation,
maintenance, cleaning, technical data, service, and warranty information.

A Federal law (USA) restricts this device for sale by or on the order of a licensed medical
practitioners, licensed by law in the state in which they practice.

A Use only the approved power supply supplied with this device.
A Be sure that USB Serial Interface Cable is no longer than 3 meters.

A HIPAA requires safeguards to protect patient privacy. Connecting this system to a network is
done at your own risk.

EQUIPMENT & ACCESSORIES

Before setting up the Pathway® CTS 1500 system for the first time, carefully open the packing cartons
and confirm that all Pathway® CTS 1500 equipment and accessories listed below are included and
agree with the packing list/invoice. If there are questions about the contents or you wish to order
additional supplies, call Customer Service, Toll-Free: 1.800.442.2325 in the U.S.A. and Canada, +1
(011) 603.749.0733 international, or Fax: 1.603.749.0511. Customer Service Representatives are on
duty between 9:00 a.m. and 5:00 p.m., Eastern Standard Time.

CONTENTS
Pathway® CTS 1500 Continence Evaluation and Training System

One Pathway® CTS 1500 Module consisting of two channels of EMG and one channel of electrical
stimulation with Pathway® CTS 1500 Software.

Includes: One Notebook Computer with Operator’s Guide, Color Printer with Operator’'s Guide, Power
Supply, USB Serial Interface Cable, Pathway® CTS 1500 Operator’s Guide.

Starter Accessory Package:

Part Number (Quantity) Description

7400 (4) Disposable Lead Wire Electrodes Sample Packets

6750 4) Pathway® Electrodes Sample Packets

7300 Q) Ch A 10’ Interface Cable for 7400 Disposable Lead Wire Electrodes
2583E () Ch B Extended Pathway® Preamplifier

6330 4) Pathway® Vaginal EMG/Stimulation Sensor

6340 2) Pathway® Rectal EMG/Stimulation Sensor

Support Services:
(1) Unlimited hardware and software telephone Technical Support

NOTE: P.O./Quote dictates what accessories are included; The Packing slip/Invoice is generated from
the P.O./Quote.
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PATHWAY® IS A REGISTERED TRADEMARK OF THE PROMETHEUS® GROUP. THE PATHWAY®
CTS 1500 SOFTWARE AND THIS MANUAL ARE COPYRIGHT © 2013, THE PROMETHEUS® GROUP.

CHAPTER 1:
PHYSICAL-MECHANICAL OVERVIEW & SETUP

The Pathway® CTS 1500 Module

Figure 1 Figure 2

Figure 3 Figure 4

Figure 1. Complete Pathway® CTS 1500 system with optional Point of Care Cart. Figure 2 Top. Front panel of Pathway® CTS
1500 Module. Input EMG A/Stim for Part Numbers 7300, 6330 and 6340. EMG B for Part Number 2583E. Large, illuminated blue
On/Off Power Button. Figure 2 Bottom. Left-12V DC Power Input. Center-blank panel. Right-USB Cable Interface. The Pathway®
CTS 1500 Module is powered by an external medical grade power supply. Units for use in the U.S.A. are configured for 115-120 V,
60 Hz AC. Figure 3. Part Number 7300. Figure 4 Part Number 2583E

NOTE: Before using the Pathway®CTS 1500 system, the Pathway® CTS 1500 software MUST be
configured and patient information entered into the system. See Chapter 2: Pathway® CTS 1500
SOFTWARE SETUP for software configuration and Chapter 3: USING Pathway® CTS 1500
SOFTWARE for entering patient information.

CONNECTING THE PATHWAY® CTS 1500 MODULE
1. Connect the USB cable to the USB Cable Interface
2. Connect the other end of the USB Cable to the Notebook Computer.
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PoOwWERING THE PATHWAY® CTS 1500 MODULE

1. Connect the Power Supply to the 12VDC Power Input.

2. Connect the Line Power Cord to the Power Supply.

3. Connect the Line Power Cord to an electrical wall outlet.

NOTE: It is recommended that the Line Power Cord be connected DIRECTLY to an available wall
outlet and NOT a power strip. Nongrounded power strips can creat electrical interference with the
Pathway® CTS 1500 Module operation. If necessary, use a heavy duty extension cord with multiple
outlets.

4. Turn the Pathway® CTS 1500 Module ON by pressing the blue On/Off Power Button on the front
panel.

5. When the Pathway® CTS 1500 Module is ON, the On/Off Power Button will illuminate. This indicates
that the Pathway® CTS 1500 Module is ready for operation. If the On/Off Power Button does not
illuminate, press the On/Off Power Button again (turning it OFF) and follow these trouble-shooting

steps:

a. Be sure the Power Supply is firmly connected to the 12VDC Power Input.

b. Be sure the Line Power Cord is plugged firmly into the Power Supply.

c. Be sure the Line Power Cord is connected to an electrical outlet and the electrical outlet is
operational.

d. Be sure the green light on the Power Supply is illuminated.

6. Press the Pathway® CTS 1500 Module On/Off Power Button.

NOTE: If the Pathway® CTS 1500 Module still does not turn on, contact THE PROMETHEUS®
GROUP Technical Support for further assistance. Telephone: 800.272.8492 U.S.A. and Canada; +1
(011) 603.742.6053 international; e-mail: support@theprogrp.com.
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EMG A/STiM CHANNEL

1. Pelvic Muscle EMG and Stimulation channel. Input for the intracavity #6330 Pathway® Vaginal
EMG/Stimulation Sensor, the intracavity #6340 Pathway® Rectal EMG/Stimulation Sensor or the
external pelvic muscle EMG #7300 Ch A 10’ Interface Cable for 7400 Disposable Lead Wire
Electrodes. Make certain orientation of the connector matches the input jack (flat side of connector
facing up), push firmly (do NOT twist). Refer to the instructions for use, cleaning and care enclosed

with each sensor or cable.

#6330 Pathway® Vaginal EMG/Stimulation Sensor #6340 Pathway Rectal EMG/Stimulation Sensor

1..

#7300 Ch A 10’ Interface Cable for 7400 Disposable Lead Wire Electrodes and #7400 Disposable Lead Wire Electrodes

2. Match the colors of the #7300 Ch A 10’ Interface Cable for 7400 Disposable Lead Wire Electrodes to
the #7400 Disposable Lead Wire Electrodes and push the pins completely into the sockets. The two
red lead wires, referred to as the “Active” electrodes, will be placed at a 10:00 and 4:00 o’clock
position perianally. The green lead wire, referred to as the “Reference” or “Ground” electrode will be
placed in a neutral location such as the Coccyx or Gluteal muscle.

Surface Peri-Anal Placement

Active @ 10:00

Active @ 4:00

Reference @ coccyx
or Gluteal

Positioning the #7400 Disposable Lead Wire Electrodes on the pelvic muscle.
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EMG B CHANNEL

1. Accessory muscle EMG channel. Input for #2583E Ch B Extended Pathway® Preamplier.

#2583E Ch B Extended Pathway® Preamplifier and #6750 Pathway® Electrode

2. Attach a #6750 Pathway® Electrode to the #2583E Ch B Extended Pathway®
Preamplifier. Align the snaps correctly and snap together. EMG B Channel will be used for
measurement of the accessory muscle. Place the #6750 Pathway® Electrode on the right abdominals,
to avoid the descending aorta, just above the pubic hairline.

=

]
| A

Positioning the #6750 Pathway® Electrodes on the accessory muscle.

NOTE: Accessory Muscles such as Abdominals, Leg Adductors and Gluteals are commonly monitored
by placing the active electrodes over the bulk of the muscle. Prepare the skin with an alcohol pad to
avoid high impedance artifact. Wipe dry with a tissue or cloth.

NOTE: Use only accessories, consumables and components supplied or approved by THE
PROMETHEUS® GROUP. Using off brand items may result in inaccurate readings, misdiagnosis, or
possible damage to the unit and void the unit's warranty.
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CHAPTER 2:
PATHWAY® CTS 1500 SOFTWARE SETUP

For general assistance, contact THE PROMETHEUS® GROUP Technical Support: Telephone: 800-
272-8492 U.S.A. and Canada; +1 (011) 603-742-6053 international; e-mail:
support@theprogrp.com.

Initial Startup Process

The Pathway® CTS 1500 Software comes preloaded on the Notebook Computer supplied with the
system. Before operating the system for the first time, the software MUST be configured by entering the
Associate or Associates who will have access to the program and the level of access, the Location or
Locations (if there are multiple clinics) of the practice, and how patients will be identified.

To start, double click the CTS 1500 icon on the Windows Desktop.
Read the Software License Agreement on Page 71 of this guide. Click OK.

The ;' -
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THE FIRST TIME STARTUP OPENING SCREEN

Click Next.
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CREATE AN ASSOCIATE

1. Create an Associate will appear. This is to create an associate with login permissions. Additional
associates can be added later. Click Next.
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2. Associate Profile will appear.

Pathway® CTS 1500 Operator's Guide

Associate Profile

The fallowing information must be filled in first to create an Associate Profile

{Fequirec entries inrec)

Rofenring Fhyscm®

5 this prof | & Frovidar, Office Staff or s |

Lost Mome

FArs Nerms

Hidéle Hame

Tite Mr., Mry., M=,

Suffix - M3, FA, BF, ...,

~Adsatisle Profile TS 1500 Symem Parmissions

[EI'E 1500 Systam login capabilly m

|ﬁ5mﬂ§mnpemmns

Contact Information
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Additional Notes

Ester additional wrher noes:

Associare Profile Edit History

Created By:
Created On:

REV | Edtor PAamaticr | Eit Date ¢ Time

3. Click on the fill-in boxes and key in the information. All red entry fields must be completed to satisfy

the minimum description requirements. All black entry fields are optional.

In the entry field, Is this profile a Provider, Office Staff or a Referring Physician? and other
similar entry fields with drop down lists, click on the drop down arrow to open the list of options. Click
on the appropriate option. Note that only a Care Provider or Office Staff may have login privileges.

In the example shown, Care Provider is selected.

Associate Profile

(Required antries in red)

The fallowing information must be filled in first to create an Associate Profile

Lag Hama

4. Select Yes for CTS 1500 System login capability.

I& this profile & Provider, Cffice S1alf ar & | j
Feeferring Physician? Care Provider |
Cifies Sralt
| Riferring Physican

|

will automatically assign Admin status to this initial Associate.

NOTE: This initial Associate MUST be given CTS 1500 System login capability and MUST be given
a Username and Password. The program will not proceed until these steps are taken. The system

—Assonate Profike JTS 1500 Systom Parmisss:
CTS 1500 System bogn capahiity [ HJ
no
5. Click Set Username/Password.
Associnte Frofile CTS 1500 System Permissians:
|cr*s 1500 System login capabiity = = l
Sat Usemame / Fasswond

6. Enter the information and click OK.

The
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Widinarma /| Paddwend

Ussrsame:  phillps

Pagswoed: LRI LR T 1]

0K | Cangnl

Verify Password will appear. Re-enter the password and click OK. If the password is not entered
exactly as before, the program will prompt for the password to be re-entered correctly.

m - .
erity Pazsmard

[ e ——

NOTE: It is strongly recommended that the Username and Password be recorded in a secure location
for future reference.

10.

11.

12.

13.

OPTIONAL: Additional Associate information may be entered into Contact Information and
Additional Notes. This, and other optional information, can be added later.

OPTIONAL: Associate Profile Edit History contains profile edit data. This data may be needed for
compliance with HIPAA and other legal requirements.

There is now enough required information in the Associate Profile to satisfy the minimal associate
description. Click the Close button to exit.

Save the data that was updated will appear. Click YES.

2 Sava the data that was updated

Saving Associate Data will appear.

Saving Associate Data

Associates List Screen will appear. The Associate just entered is listed. Additional associates may
be entered at this time but are not required, click Close to continue the Initial Startup Process.
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Create new S [nACive
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CREATE A LOCATION

1. Create a Location will appear. The purpose of this is to create a place of service. Additional
locations, if necessary, can be added later. Click Next.

fecins e, T femee Tt i T emmn Fremimien. [ e Thmer I
ok s Cora i ™ (-

Create a Location

A Location is a placa of servica,

R

FPathiway (L TN | X

i

NOTE: The red entry field Business Name MUST be filled in. While additional information may be
entered later, entering the address and phone number of this location now will complete the header
section of the documents.
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B s 15000 - Lopsed in: Superiiser || Location:

::Location Information Screen::

@ - |

Location Screen

Location Profile
(Required enfries i rec)
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[.bm;s fire 1) Lé4 Firet fvare I
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2. There is now enough required information in the Location Profile to satisfy the minimal location
description. Click Close.
@ <

3. Save the data that was updated will appear. Click YES.

\"_f‘) Save the data that was updated

4. Saving Location Data will appear.

Saving Location Data

5. Locations List Screen will appear. Note that the Location just entered is listed. Additional Locations
may be entered at this time but are not required. Click Close to continue the Initial Startup Process.

% CTS 15006 - Logged - Wopeilzm | Locrtons

Filé Wiew Opticas  Help
1:Locations List Screen::
|
Aeren e [abess gire 1) | iy [sitz [Ptore=s
M= bopollan Unaing v Assadates HEFs Averus Dasion M,
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CREATE UNIQUE IDENTIFIERS

1. Create Unique Identifiers will appear. This is the method by which patients will be identified in the
patient database. This feature ensures that the practice is compliant with HIPAA requirements for

patient privacy. Click Next.

| Creala Balque IdaniiNamn

A Unigus Mdanifier helps the meary of Ba softwirs o
iy eah patisnk

: T Bation Wcaming

2. Click on the appropriate box or boxes to choose one or more Unique Patient Identifiers. Clicking on
a box with a check mark (/) removes the check mark and that method of identifying the patient. The
example shows Full Name checked. Click OK.
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3. Congratulations will appear. The Initial Startup Process is now complete. Click Next.
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Congratulations!!!

You have successfully completed the initial startup process,

Mext the LOGIN ow will appear asking you to login with
Y ™ i da
T { | ﬂmml '

Riesd |

4. LOGIN will appear. Enter the Username and Password to use the program now. Click the drop
down arrow to select the Location of Service. Click on the correct Location of Service. Click
LOGIN. Click Cancel to exit the program.

LKkomama: |

Pibwret

Location of Sanice: =]
LOGH T concal |

CHAPTER 3:
CTS 1500 TOOLS

Introduction

1. Launch the Pathway® CTS 1500 Software by double clicking on the CTS 1500 icon on the Windows
Desktop.

2. After the Pathway® CTS 15000 Software loads, the login window will appear. Input the Username

and Password and select the Location of Service entered during the Initial Startup Process. Click
LOGIN.

Username: | Leonard Phillips mD

Password: =~ | eeesesss

Location of Service: es 777 Main Street Lexindig

3. The Pathway® CTS 1500 software has two main components:

The @
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a. Administrative functions, which are accessed from the Opening Screen by clicking CTS 1500

Tools.

b. Clinical functions, including patient treatments and documents, which are accessed by clicking
Start Here.

SR Here

EXIT ‘ ‘ TS L1500 Tocls ‘ ‘ S Hare ‘

NOTE: Access to the CTS 1500 Tools section is restricted to Administrators only and is used to
Create/Edit/View Associates and Locations, change Unique Patient Identifiers, or View Associate
Activities. If not adding or changing these proceed directly to the clinical functions Start Here.

4. Click CTS 1500 Tools.

- - ‘ o ‘

5. The CTS 1500 Tools window will appear.

Crente/ Bt Visw |

| Wiew System Setup | Locatina

Create/ Edit WView
Associntes

| Wiy ASSHOENE ARRIES |

VIEW SYSTEM SETUP
1. Click View System Setup.

Createy S e
Wi System Sevp I . Locations
= e — —
‘ Assr|ntes | Vigw AS300803 ATVITES

‘ EXIT

2. System Setup will appear.

The
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a. Unique Patient identifiers. Select from the four options. Unique ID will provide the option to
enter any sequence of letters and numbers while Full Name, Social Security Number and Date
of Birth will use the patient’s existing information.

b. Database Location. A default location for the database is automatically provided. Click Browse
to change the location of the database. A Windows Browse window will appear allowing for
navigation to the location on the computer or network where the database is to be located. Follow
standard Microsoft® procedure to create a new folder at the location, and then click Exit and
change to new Database location to enable the CTS 1500 software to automatically navigate to
the location selected.

c. Database Backup. Select a location for the database backup file; for example, on a LAN or WAN
server. Click Backup Database Now to perform an immediate backup of the database manually.
The database backup schedule may be set to Manual (user maintained) or Automatic (software
maintained with user prompts) backup by clicking on the appropriate button. The daily interval
between automatic backups may be set by using the up/down arrows next to the entry box to
increase or decrease the interval. Automatic backups on a daily basis are recommended. Upon
completion of changes to the System Setup options, click OK to save changes. Clicking Cancel
will delete any changes and exit to CTS 1500 Tools.

CREATE/EDIT/VIEW ASSOCIATES

1. Click Create/Edit/View Associates.

1 - = 1
Wi Syslam Satgp | | CreateEdrfemar |

Locatiors
::’f'}':;:;famu” | Vigw Associaa Arctitas |
-
EXiT
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2. Associates List Screen will appear.

Expel toe | tnecen Type Jiegm Copabsiay Lirsem bormoon Lot L iess 1P
M. Sucian Tralen [ = N0 ven
netran] Anfu Fhllps MO fate Prisvled L] A

3. Click Create new Associate.

4. Associate Profile will appear. Complete as instructed in the Initial Startup Process.

Associate Profile

The following infermation must be filled in first to create an Associate Profile
(Figred eatrieg in red)

15 thit prodfile a Pravder, Ofics Saff or & | j
Fuferring Fhysiclan®

Lt Hama |

First Hame |

5. Click Close on the Associate Profile when complete.

@ =

6. Click YES on Save the data that was updated.

\3) Save T data hat was updated

Bl [ | [ cmcet ]

7. Associates List Screen will appear with the new entry.

e e e e
:ﬁle Wi Dt Help

LiASEOCIEtey Legh SorEen:)

K o Cieals rew o Ik ks
[ Paamar | Bsnacate Tiga | Lagn Cagablty | Syatem Fereesora [ | irwkams | Fager
Vs, fusan Plloe Cfios ot ) g

Lisoruard Arfur Prlles MD Cara Pravider S Adrin

Loy BiMariters D meleig Ml L] s

8. To view and/or edit an associate profile, double click an associate hame. Associate Profile will
appear with the information available for viewing/editing. Click Close when viewing/editing is
complete. Click YES on Save the data that was updated.
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CREATE/EDIT/VIEW LOCATIONS

1. Click Create/Edit/View Locations.

| vewsmensmp | [ crosmeawer |
CresteEdiView

| . s | |mmamwm|

l EXIT |

2. Locations List Screen will appear.

iiLocations List Screen::

E ] |F’NLE ol .-.'a:\ou'|

Busineos hame | Adcress fune 1) | oty | suate | Phone =1
Mesrpalsan Urslogy Asseoainy 134 Fergt vergn oran w3 Mim eI
Lﬁn“u.—u:qlrml TTI Man Sheet Lawrgtior A STRANTEES

3. Click Create new Location.

Bussess e | address e 1) [ it | szt | Phere =1
Matropoiben Urpiogy deesoiies 345 Fret dpsrys Boston e 17 #3313
TT7 a0 Freet Lesingion L bbb o]

Lesngion Lngkgy Amsooates
4. Location Screen will appear. Complete as instructed in the Initial Startup Process.
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Location Screen

Location Profile

{Required entries in red)
Busingss Hame | Greater Boston Urology Assotiates
Address (Line 1) 14 Fruk Streat
Addrass [Ling 2]
ity Boston
seto [
[zvp 02140
Country [Unitad Statas
[wam =1 | 617 TTT-a0ae

5. Click Close on the Location Screen when complete.

6. Click YES on the Save the data that was updated.

S0 1 Clala Thal wae Lpcated

e ) [ W | | canca

7. Locations List Screen will appear with the new entry.

rﬂmm Lagged.in: Lo

Bl s Opbons sl

Locations List Screen

|@ =1 |F’Qﬂt neEs lwsla‘l

Tuprass Mame | cichess dure 3} =3 | semte | Froce =1

i tropod i Lidogy AEOsalE 144 Bt dosiing gl [ [B17) Fh s
Lesingian Lrgiogy Adsosates 777 Main Strest Lexngten WA STREATES
Greater Bogtin Lnskogy ASOCanes 1 Fus s Sostoe WA GAMIITAS
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8. To view and/or edit a location on the Locations List Screen, double click on the Business Name.

TCTS 1500 - Logaed-in Leo

Bli vew Outenn Heo

Locabons Lt scredn:

| Oase |:l-tmr'r- L-:l:tm'}

Business e [ msrvess e 1] = [sie [rrone =1
abacckia Lrskay Abbsdansi I2Emegs dverns =5etsn [ 1F] B fp-aiad
Lexcrigion Urdhogy Asdacabm THT Mar Saget Lexrgin A 378 B T
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9. Location Screen will appear with the information available for viewing/editing.

Location Screen

Location Profile

(Requirad entrigs in rad)
Busnass Mame
Address (Line 1) 14 Fruit Stroat
Address (Line 2)
ity Bogton
State A
Iig
Country
FPhaonag 21 (617) F77-0000
[m LF

10. Click Close when viewing/editing is complete.

@ Chyse

11. Click YES on the Save the data that was updated.

9 Save the data thet was updated

[ v | wo o | | cance |

Page 25 of 74

12. Click Close on the Location List Screen when creating/editing/viewing of Locations is complete.

T €75 1500 - Logged-inc Leanard Arthur Ph

Im view  Dptong  Fa

||@ Cate !:‘t:'.\e-ne. _mw.|

Busreds Hame | s e 1) | oky | sme | Phene =1 |
Matrogehbsn Lroingy Appssasss 1< Prgs dyemus Bz L (817 #e8-2132
Landmgrian Lrdogy Sasodiaien TIT Mmn Shraed Lestngrian KL el ]

VIEW ASSOCIATE ACTIVITIES

1. Click View Associate Activities.
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[ vewspmsng | [ e |
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2. View Associate Activities will appear.

View Associate Activities
Selet Seaeih Tyoe: | RIS -
- Chooss Flgm:
Sctlates:
| it s T Byrwy,- | ghnit [mirglagy
Tiew Baiie B Y Frmeider — TAE 3
ki P T Efifies Wald w8 [
Lomaandl dertivr Pl Deve B e Lt ag g
Actnts:
AN e R
Begn Onse: Erd Dadm:
| rrfdnes ey TO | eyl
= oAy | day, Joul uhs Tha
e dale for boty conergls, FrE
Search Results:
Eragm | Foreqes Balugy e | gaizing Jagpyys Tim |

3. Select Search Type is used to Search by Associate or Search by Patient. Click the drop down
arrow to expand the list and click an option.

| File View Options Help

::View Associate Activity Screen::

‘@ Cose || Print H .;'Pmtﬁ'f:'.ﬁth{

View Associate Activities

Selact Search Type: | Search By Associate j
Search By Associate
rmﬂﬂ Filters: Search By Patient

4. Alist of associates or patients will appear. Double click on the associate or patient name. Activities

will then populate with options depending on whether an Associate or Patient is selected and also the

The i
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Associate’s permissions. Click on an option. In the example shown below, Search by Associate,
Leonard Phillips MD, and ALL Activity is selected. Additionally, Custom Selection is selected and
03/03/2005 is keyed into Begin Date and 03/27/2009 is keyed into End Date. All Dates will return all
activities for an associate or patient since the profile was created. Custom Selection can be used to
narrow the scope of the search. Click FIND.

View Associate Activities

Seleet Search Type: | Suarch By Assodate -]
[ Thooss Filters:
Associstes:
Azzacians [ hemocivts Fopa | TS $800 ... | CTS 1600 Parsdz... | aMail wiralaze
Tare Swithe Tare Provider TS Aamin
T office Sualt  mg View
tnard dethur PHi... Cave Provisee VS again
Actitios:
I - -~ wiDstes © Custeen Sslactien
Screens Viewed
Sereens Printed E i
Systern Accoss (Login/Logout) [Begin Diate > End Data:
Screens Edited e - 2T
s - [o3ro3/z005 mmddiyyyy  TO 0327008 Fmmiddfyyy
* W only 1 day, just uss the
same dote for both controls. FIup

The search found 265 records for Leonard Phillips MD for the time period. The Search Results
listbox displays 28 records within the window. To view additional records use the scroll bar at the right
of the window:

* Fonly | doy, Juit et T
sam dati B arth 0TV T, FEib

Search Results: 265 records found

T

e — L T
= I

(LEL LT
R

Double clicking on a record displaying EDIT in the Activity column will open Patient Visit Edits
Display showing the addition or edit that was made to that record. Click Print Preview to preview
the information in Adobe Reader. Click Print to print the information. Click OK to close.

Edit Display

o) (o)

|
| Patient Visit Edits Display

Name: Sally Smith

Editor: Lecnard Arthur Phillips MD
Associate: Leonard Arthur Phillips MD

| Date/Time: 05/21/2010 10:18:56 AM

Location: Metropolitan Urology Assodates 144 First Avenue Boston, MA
02040

Edit number 1

Question: treatment created

Previous input:

New input: Treatment modalities: Anorectal Manometry - EMG -

oK

Click Print on View Associate Activity Screen to print the entire list of activities. Click Print
Preview to preview the information in Adobe Reader.
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[ 7 7513002 - Lngged-n: Lenasn &

File e = ]

|Eu ____l

|| oo [ anpses 1 Kk Sebeaie] I

9. Click EXIT on the CTS 1500 Tools window to return to the Opening Screen.

8. Click Close.

| Wiew Syatamn Sabap | | Cr“[:f:;"’_::“. |
CreateEdid e |
| hssaciates [ | Wi Associatn Actvitios |
| EXIT |
I
i 3

Pelvic Muscle Rehabilitation
On the Pathway® CTS 1500 opening screen click Start Here.

Gt s =gl

B e dpen

= i
e
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I" ] 52 LB Tl ETN

CREATE A PATIENT
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1. Click Create New Patient to establish a new patient record. Go to the following section SELECT AN

EXISTING PATIENT (page 29) to select an existing patient.

Paber! Sals of Btk s [Erddfve |

Losaber P Created:
Fasani Profis Foe ertry by

O S Tnharive Paenis

T3 1502 - Lmpyet - G otk | Lmemtars Wempeioun [y Aemmome
Fls Wew Opfierc falp
T S T—
@~ [Z=1 - ==
Patient Selection Craate Patient Visit
et P | B gl b E) [BERT e el
[ Ciear altha urrenk Fanant infoomatan md Criin g e Petias:
Fabarl L b Fall R n ll I
: e Ageltrnanes

Faberd geeden {rua o frads | [ = I ARt | ki |

Firwst | = |

Fabert refening phyacar | =] J

Pabect Liages 0 | = |

Feberl seisl senuty e [oocoesen |

F ]

2. Enter the patient data. Red entries MUST be completed. The Provider selected should be the
patient’s primary provider. Create an Associate Profile if the provider does NOT appear on the list.
Click Save New Patient. The Patient Selection Screen is now populated with the information.

NOTE: Red entries will vary depending on what is specified as Unique Patient Identifiers. In the
example below, Full Name was specified and Unique ID, Social Security Number and Date of Birth

were NOT specified.

3. Click Create New Patient and repeat Step 2 to create additional new patients.
To edit/review patient information click Edit/Review Additional Patient Information. The Patient

Information Screen will open.

Patient Selection

L M FRnenn {Regquired entrias in rad) Eriet PRl Salecion
POt LAST afad ISt Mame [ saiy] = ]
Frisidar |Lecnand Arthur Fiilps =] |

5. Patient information can be edited/reviewed as necessary. Click Print and Print Preview to print the

patient information
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| Fir Wiew Opom thp

@ ] l-m L] Zjunerey

Patient Profile
g ke b1 ) Patient Information
l:nv-.'—"l--m- [T l
|" raasy Proeidat [ e At Philips b3 = |

6. Click Close when complete.

Close

7. Save the data that was updated will appear. Click YES to exit and save the changes. Click NO to
exit without saving the changes. Click Cancel to make additional changes. Click YES.

2 Save the dala that was updatad
&)

["EI\J [ w | [ comal |

8. Saving Patient Data will appear

Saving Patient Data

SELECT AN EXISTING PATIENT

1. Click the drop down arrow in the Patient Last and First Name line. Use the scroll bar to browse the
list and click on the patient or key in the patient’s last name in the Patient Last and First Name
window. Key in the last name and then the first name if there is more than one patient with the same
last name.

s LT 1500 - logged-in Leaasd]
| tin ve= Omen g

@ ==

Patient Selection Create Pathnt Visit

Criita B Pl | (FEpa] BV I8 Barsi! Falaet] Sq bl

e e i e I |
| i D B

e S
Frowitir e derra |

= A ThePToCIoay Tasfaren: |
winee Sxch
|Au|-r-! Urvg 1 whER Trae |

2. Patient Selection will automatically populate with the patient’s information.
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Patient Selection

ke Haw Patont Maa i L L et Pophiosnt Sele bior

|Patarrt Lanl ard Fired Hare G Sy
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3. Click Reset Patient Selection to choose a different patient.

Reset Patient Selection

4. To place a patient on the inactive list, populate the Patient Selection screen with the patient and
click Edit/Review Additional Patient Information. Click the drop down arrow in the Active/InActive
Status box and click InActive. Click the Show InActive Patients box on the Patient Selection
screen to show the inactive patient list. Follow the same steps from the inactive patient list to return a
patient to the active list clicking Active in the Active/InActive Status box.

CREATE A PATIENT VISIT

Once a patient is selected Create Patient Visit is active and Attachments or Launch CTS 1500
EMG/Stim Treatment can be selected.

reate ratient visit

Launch TS 1500 EMGStim Treatment

Visit Attachments:

Attachments Status |
Intake Medical zsues Mot Created
Histaries Mot Created
Physical Exams ot Created

The @
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1. Three Attachments are available: Intake Medical Issues, Histories and Physical Exams.

Create Patient Visit

Launch TS 1500 EMGStim Treatment

Visit Attachments:

Attachments Stalus |
Intake Medical zsues Mot Created
Histaries Mot Created
Physical Exams ot Created

2. Intake Medical Issues

a. Double click Intake Medical Issues.

b.

Entry box for Select an Associate will appear. Click the drop down arrow to expand the list.
Click the correct associate. Click OK.

NOTE: Be sure to select the associate who is actually administering the patient care.

Entry box for Select an Associate

Care Administered by:

Leonard Arthur Phillips

Leonard Arthur Fhillips
Jane Smithe RN

Cancel

Creating Patient Visit will appear.

Creating Patient Visit

The @
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4. Issues and Histories provided this visit will appear. Enter the Written description of chief
complaint by keying in the window. Complete the remainder by clicking on the drop down arrow and

clicking an option. Add comments by keying in the selected window.
Issues and Histories provided this visit

Intake Medical Issues:

Written description of chief complaint

Average number of secidents cemments

l Duration of symptoms | ;l ‘
l Daytime voiding frequency | LI ‘
l Hocturia | ;I ‘
Average number of sccidents | ;l

5. Inthe What causes you to leak? section use the scroll bar to access additional causes Click on the
cause(s) to select. Click on the selected cause(s) to deselect.

6. Click Enter Additional Cause and key in if the cause does not appear on the list. Click OK.

Type of pad predominantly used

Type of pad predeminartly used commeris

=l

Entry bt for an additional Cauce o Leak

Hes patiert ever naticed any blocd in wring?

If ¥E5, action taken

l Is the patient aware of the urine leakage?

l Humnber of treated urinary tract infections in the past year [

What causes you lo leak?

a Ermter Additional Couse

urgerey
freguency
resting
‘cowghing
Exerdsing
laughing
kfting

7. Click Close.
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Click Yes.

Would you like to accept (i.e. cache) the changes to
this attachment

9. When the Patient Selection Screen reappears.
a. Create Patient Visit becomes Current Patient Visit with a visit number, date and time.
b. The status of Intake Medical Issues is now Cached (saved in memory).

c. A Care Administered by box appears with the associate selected when accessing Intake Medical
Issues

Current Patient Visit
Visit #1 on 05/19/2015 at 11:21:29 AM

Launch CTS 1500 EMG/Stim Treatment

Visit #1 Attachments:

Attachments | status |
Intake Medical [ssues Cached

Histories MNat Created
Physical Exams Fiat Created

Care Administered by:
lane Smithe RH j

NOTE: Once Intake Medical Issues is completed, future patient visits will become Current Medical
Issues.

Attachments can be completed prior to or after Launch CTS 1500 EMG/Stim Treatment or at a future
time.

The
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LAUNCH CTS 1500 EMG/STIM

1. Click Launch CTS 1500 EMG/Stim Treatment.

File View Options Help

Patient Selection Screen

Edtfliriea
Bgvew Patenis
|@ L= I M:_mxfﬂl | Bave | Ny Ciase
i Se i Current Patient Visit
patlent |el:'tlol'l Visit #1 o8 0512015 ak 11:21:29 AM
Crente Mew Patant [Required entries i red) Ruasst Patent Selachon
Launch CTS 1500 EMG/Stm Treatment
Pasies Last and First Hama fainte Erow] o l

[ J Laurrch a Treatment to append to the cument Pa'nnm'.lhtl
Vg F1 Sffachmentss

[Fn‘.i;:'t gender (mals or female) | female j l Albachrerns | Stens |
Triske Miedical [imuss Cached
ity Mot Created

Prowider | lane Spmithe BN j Phyecd Bxant Mat Craatad

[Pm refarning piysican | j I

[Pm Unique T | = I

[Pmmal secunfy numbar (000-300-30000) [ j I Care Administered by:
| taew Srmithe RN =

[Pmumumm-(waa.ﬁwr] [ =] l
| Wigh/PrintiSave Documants ]

Lecation Fatient Created: | ptroeolitan Urelogy Ameotintes 144 First Avenue Boston, MA_ 02040

fi 1
Patient Profike finst entry by ; Pro
o Patienits | Rgwigi Frovious Patsnt Visls |

Save the data that was updated will appear. Click Yes. Intake Medical Issues will move from a
Cached to a Created status.

Launching CTS 1500 Realtime will appear.

Launching CTS 1500 RealTime

An automatic Stimulation Calibration Test is performed for the first launch of each day.

Click OK.

SETIIINTS ==

‘ @l & Stim Calibration Test needs to be performed on the CT5 1500 device.
This test will take approximately 2 minutes.
Please disconnect all accessories firom both EMG A and EMG B, Select
0K when ready ta begin.

FealTime i

| 0K I
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6. STIM CALIBRATION IN PROCESS — TESTING STIM RELAY ON / OFF will appear.

- STIM CALIBRATION IN PROCESS -
TESTING STIM RELAY ON / OFF

7. Followed by STIM CALIBRATION IN PROCESS - SETTING STIM AMPLITUDE AND
FREQUENCY.

- STIM CALIBRATION IN PROCESS -
SETTING STIM AMPLITUDE AND FREQUENCY:
STIM CLICKS: 10, FREQUENCY: 12

[ [

8. Once the stimulation values are calibrated Auto Stim Calibration Test Passed will appear. Click
OK.

[ RealTime . w{

'ﬁ: Aute Stim Calibration Test Passed.

9. CTS 1500 RealTime will appear.

T TS S T - =-m
Tl __

CTS 1500

10. Click the drop down list arrow under Protocols.

The
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11. Fourteen Protocols are available.
Protocols:

| |
B 2 EMGs, Baseline

C 5tim, 12.5Hz, SonSoff, 15min

D Stim, 50Hz, Son5off, 15min c
E Stim, 100Hz, Son5off, 15min

F Stim, 200Hz, Son5aff, 15min

G 5tim, 12.5Hz, Son10off, 15min

H 5tim, 50Hz, Son10off, 15min

I 5tim, 100Hz, Son100ff, 15min

J Stim, 200Hz, Son10off, 15min e

A 2 EMGs, Endurance provides two EMG channels integrated into a dual screen display acquiring
data from EMG A/STIM and EMG B. Endurance describes a work (contract)/rest (relax) protocol for
a specific number of trials (repetitions). This protocol has default values of 10 seconds work, 10
seconds rest and 20 trials.

B 2 EMGs, Baseline provides two EMG channels integrated into a dual screen display acquiring data
from EMG A/STIM and EMG B. Baseline describes a continuous (non-work/rest) protocol.

C Stim, 12.5Hz, 50n50ff, 15min provides synchronous EMG and stimulation integrated into a single
screen display acquiring data from the EMG A/Stim. 12.5Hz denotes the frequency of stimulation.
5o0n50ff denotes the stimulation on and off time in seconds. EMG is provided during the stimulation
off time to measure muscle strength, fatigue or awareness. 15min denotes the total treatment time of
15 minutes.

D Stim, 50Hz, 50n50ff, 15 min provides synchronous EMG and stimulation integrated into a single
screen display acquiring data from the EMG A/Stim. 50Hz denotes the frequency of stimulation.
5on5o0ff denotes the stimulation on and off time in seconds. EMG is provided during the stimulation
off time to measure muscle strength, fatigue or awareness. 15min denotes the total treatment time of
15 minutes.

E Stim, 100Hz, 50n50ff, 15 min provides synchronous EMG and stimulation integrated into a single
screen display acquiring data from the EMG A/Stim. 100Hz denotes the frequency of stimulation.
50n50ff denotes the stimulation on and off time in seconds. EMG is provided during the stimulation
off time to measure muscle strength, fatigue or awareness. 15min denotes the total treatment time of
15 minutes.

F Stim, 200Hz, 50n50ff, 15 min provides synchronous EMG and stimulation integrated into a single
screen display acquiring data from the EMG A/Stim. 200Hz denotes the frequency of stimulation.
5on5o0ff denotes the stimulation on and off time in seconds. EMG is provided during the stimulation
off time to measure muscle strength, fatigue or awareness. 15min denotes the total treatment time of
15 minutes.

G Stim, 12.5Hz, 50n100ff, 15 min provides synchronous EMG and stimulation integrated into a single
screen display acquiring data from the EMG A/Stim. 12.5Hz denotes the frequency of stimulation.
50n100ff denotes the stimulation on and off time in seconds. EMG is provided during the stimulation
off time to measure muscle strength, fatigue or awareness. 15min denotes the total treatment time of
15 minutes.

H Stim, 50Hz, 50n100ff, 15 min provides synchronous EMG and stimulation integrated into a single
screen display acquiring data from the EMG A/Stim. 50Hz denotes the frequency of stimulation.
50n100ff denotes the stimulation on and off time in seconds. EMG is provided during the stimulation
off time to measure muscle strength, fatigue or awareness. 15min denotes the total treatment time of
15 minutes.
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| Stim,100Hz, 50n100ff, 15 min provides synchronous EMG and stimulation integrated into a single
screen display acquiring data from the EMG A/Stim. 100Hz denotes the frequency of stimulation.
50n100ff denotes the stimulation on and off time in seconds. EMG is provided during the stimulation
off time to measure muscle strength, fatigue or awareness. 15min denotes the total treatment time of
15 minutes.

J Stim, 200Hz, 50n100ff, 15 min provides synchronous EMG and stimulation integrated into a single
screen display acquiring data from the EMG A/Stim. 200Hz denotes the frequency of stimulation.
50n100ff denotes the stimulation on and off time in seconds. EMG is provided during the stimulation
off time to measure muscle strength, fatigue or awareness. 15min denotes the total treatment time of
15 minutes.

K Stim,12.5Hz, Continuous, 15 min provides stimulation on a single screen display acquiring data
from the EMG A/Stim. 12.5Hz denotes the frequency of stimulation. Continuous denotes
continuous stimulation. 15min denotes the total treatment time of 15 minutes.

L Stim, 50Hz, Continuous, 15 min provides stimulation on a single screen display acquiring data from
the EMG A/Stim. 50Hz denotes the frequency of stimulation. Continuous denotes continuous
stimulation. 15min denotes the total treatment time of 15 minutes.

M Stim, 100Hz, Continuous, 15 min provides stimulation on a single screen display acquiring data
from the EMG A/Stim. 100Hz denotes the frequency of stimulation. Continuous denotes
continuous stimulation. 15min denotes the total treatment time of 15 minutes.

N Stim, 200Hz, Continuous, 15 min provides stimulation on a single screen display acquiring data
from the EMG A/Stim. 200Hz denotes the frequency of stimulation. Continuous denotes
continuous stimulation. 15min denotes the total treatment time of 15 minutes.

A 2EMGs, Endurance
1. Click A 2ZEMGs, Endurance
Protocols:

| |

B 2 EMGs, Baseline

C 5tim, 12.5Hz, SonSoff, 15min
D Stim, 50Hz, Son5off, 15min

E Stim, 100Hz, Son5off, 15min

F Stim, 200Hz, Son5aff, 15min
G 5tim, 12.5Hz, Son10off, 15min
H 5tim, 50Hz, Son10off, 15min

I 5tim, 100Hz, Son100ff, 15min
J Stim, 200Hz, Son10off, 15min e

m

2. The screen will be active and begin data collection. A 5 second countdown will start followed by the
first 10 second work interval. Click PAUSE to freeze the display (PAUSE will now read CONTINUE).
Click CONTINUE to resume the display. Click RESET to restart the display. Click STOP
COLLECTING DATA to stop a treatment.

PALISE RESET
CONTIMUE RESET
The i
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The top graph displays the EMG A channel and the bottom graph the EMG B channel. The EMG A
channel measures the muscle activity of the Pelvic Floor in uV (microvolts) and the EMG B channel
measures the activity of the accessory muscle (in this example Abdominals) in pV.

The total vV Range for EMG A and EMG B is .1-1000uV with a display default range of .1-100uV. If a
Range change is required, click the Up Arrow in the Range box to increase, the Down Arrow to
decrease.

Range

"1"* Ll:ug@'
WNetin O

To the right of the Range box, the current value (CurVal) in uV for each channel is displayed.

MAME  CurVal
EMG A 55.8
EMGE 41.2

To the right of the CurVal, a work/rest protocol activates both the WORK and REST average (Avg)
and maximum (Max) nuV display.

WORK  Avg Max REST  Awg Max
473.8|511.8 456.4|512.7

006.4(677.3 617.6(081.1

To the right of Avg and Max are %S and Goal columns. A treatment goal can be established in Vv
for each channel and, in this case, for BOTH WORK and REST intervals. The treatment goal will
appear as a line on the graph. The %S will track the percentage success in attaining the treatment
goal and the Goal column will display whether the treatment goal is to contract AbvTn (above) the
goal or relax BlwTn (below). Successfully meeting a goal triggers audio feedback. If more than one
goal is set, the audio feedback will be matrixed so that all goals must be met simultaneously. Click the
Up and Down Arrows to move the goal line.

Avg Max %5 Goal REST  Awvg Max %S Goal

47.8( 62.3/100.0 [AbvTn MMM 0.0/ 0.0 0.0BwTn MM
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Micravols (V)

8.

10.

11.

12.
13.
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Event Markers mark anomalies such as the patient coughing, sneezing or moving. Click on an event
marker. This will place a marker line on the graph. In this example, Snz (Sneeze) is selected.
Event Markers
Event Markers . . .
. . . |The SNEeeze descriptinn.|
I e
00.0 Pelvic Floor . Abdominals
0.0 f
g0 I
300 | 27 .4 EMG B
200
15.0 -
100 - 2.8 EMG
7.0 4
50 1+
3.0 +
2.0
1.5 +
E[% ] | | | | | | | | 1 | 1 | | | | | | | | | | Il | | | | | | | | | | | | | 1 |
L] g 10 15 20 25 30 as 40
Seconds
The current Trial number is displayed. The total number of trials is 20.
Trial: 1 of 20
A work/rest protocol activates a WORK and REST countdown as well as audio cues delineating the
beginning of a work or rest interval.
WORK 8 ., REST 8
Click STOP COLLECTING DATA at any time to truncate the treatment.
‘ STOP COLLECTING DATA |
The treatment will automatically end once 20 trials are complete. Click STOP COLLECTING DATA.
End Session and Save Data? Select YES, NO or CANCEL will appear.

<
End Session and Save Data? &I

@) SAVING Treatment for Jack Frost.
! ¥ Select 'Yes' to Save Session, ‘Mo’ to End Without Saving or 'Cancel’ to
Resume Data Collection.

Yes Neo Cancel
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14. Click Yes and a Review Screen will appear.

15.

16.

17.

18.

19.

20.

21.
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Zoom is available to magnify a portion of the graph display.

Place the cursor on the graph at the beginning point (must be just past the 0 ordinate). Hold down the
left mouse button. The cursor will change to a magnifying glass. Drag the magnifying glass to the
desired right most position. Release. The selected portion of the graph will fill the window. Repeat to
expand this area further.

A scroll bar now appears at the bottom of the graph. The entire treatment may be viewed in the
zoomed mode by using the scroll bar.

—
Pelvic Floor

100.0 Abdominals

70.0
208
30.0
200
158.0
10.0
7.0
5.0
3.0
20

Ik

Microvolts (v

o

6 T 8 9 10 11 12 13
Seconds

Ll [l

To add an Event Marker click the desired marker. The cursor inside the graph will change to a
pointing finger with the marker line. Move the pointing finger to the desired marker location and
double click.

To move an Event Marker, place the cursor over the marker line. The cursor will change to a pointing
finger. Double Click, the line will change from a solid to a dotted line. Move the pointing finger and the
marker line will also move. Move the pointing finger to the desired marker location and double click.

To delete an Event Marker double click the marker line then press the Delete key on the keyboard.

Click Undo Zoom to return the graph to the original view.
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22. Click PRINT DISPLAY if a printed screen copy is needed.

PRINT DISPLAY

23. While in the review window another treatment may be launched. The user may launch, complete,
save, review and edit up to SIX treatments of any combination within a single session.

Protocols:
=l

H Stim, 50Hz, 50n100ff, 15min
1. Click H Stim, 50Hz, 50n100ff, 15min

Protocols:

=]

A 2 EMGs, Endurance

B 2 EMGs, Baseline

C Stim, 12.5Hz, Son5off, 15min

D Stim, 50Hz, Son5aff, 15min

E 5tim, 100Hz, SonSaff, 15min

F Stim, 200Hz, SonSoff, 15min

5 5tim, 12.5Hz, Son10off, 15min

I 5tim, 100Hz, Son10o0ff, 15min

1 5tim, 200Hz, 5on10o0ff, 15min 52

| »

m

2. LAUNCHING STIM will appear.

bttt 1 g
Lih) —
p— 1000 Pelvie FlaasStim
ram [ 70.0 +
50,0
HOCF T FROTOOR
g Fartar g gz 1
BEEE® |
— é 20.0 =
o % 150 T
e S -
ju— E 100 — LAUSOHIMG STIH
D, T, M, [l E TH —
memm———11% sod ENNNEEEREEE
o
L] % 3.0 4
———— | § i
» [ o) | 2 20 -
15+
1.2 1|
0.1 -||:||||:||| |||||:|||-:|-||:||r-:||||:||||:-|||:--||:||||
o 5 10 15 20 25 30 35 40 45 0 55 &0
Seconds
Fangs — BT Curvd b Mgn N5 od
E'IS ].EDD hrgm Bl »y .90?. (".:l\ﬂii

3. The screen will be active and begin data collection.

4. Click Stim UP until the required level of stimulation amplitude is reached. Note the level on the
amplitude counter. Each click increases the stimulation amplitude one MilliAmp (mA). Stim DOWN
functions the same to decrease the stimulation amplitude.

» (S o
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11.

12.
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Once the required stimulation amplitude is reached, click GO.

The 15 minute stimulation session will begin.

——— et
100.0 Pelvic Floor/Stim
70.0 -
50.0
__ aoo 4
£ 300
g 200 4
£ 1so0
= 1o+ \
3 7.0+ \
= 5.0 +
o0 s k= I|
s 3.0 +
CeresmmE | £
2.0 +—
1.5 —
1.2 +
ot i g
o s 10 15 20 25 30 35 a0 as s0 ss &0
Seconds
e Gl g v s Gost
e Loy @|ETH a8 57 134 04 Toee FRAL
n O T Lt

Click PAUSE to freeze the display (PAUSE will now read CONTINUE). Stimulation will stop. Click
CONTINUE to resume the display. Stimulation will resume. Click RESET to restart the display.
Stimulation will restart.

[ COMNTIMUE l [ RESET l

[ PALISE l [ RESET l

The stimulation amplitude can be adjusted during the treatment. Stim UP and Stim DOWN will be
active only when stimulation has reached the peak amplitude set by clicking GO. During ramp up,
ramp down and EMG, Stim UP and Stim DOWN are NOT active.

Click STOP STIM at any time to truncate the stimulation treatment.

STOP 5TIM ‘

EMG will remain active on the display. STOP STIM now becomes START STIM. Click START STIM
to start a new treatment or STOP COLLECTING DATA to end the treatment.

o

Whether the treatment is truncated or runs the full 15 minutes, stimulation will stop and EMG will
remain active on the display. Click STOP COLLECTING DATA to end the treatment.

End Session and Save Data? Select YES, NO or CANCEL will appear.

oo D &

'a SANTMG Treatment for Jane Do,

| Select "Yes 1o Save Session, ‘Mo’ to End Without 5aving or 'Cancel’ to

Resume Data Collection.

Cancel |
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13. Click Yes and a review screen will appear.

il i—R
‘ o — |
- 100.0 Pelvic Floor/Stim - 200 Hz

uuuuu

MicroVolts (V) / MIAmpS (mA)
s
=

3.0

2.0

1.5
1.2H
0.1

Rarge
7 L9 @)
% Ol

14. Now that two treatments are saved, the previous treatment may be reviewed by clicking on the
Review Previous green arrow. A Review Next green arrow is provided as well. In the REVIEW
SESSION area the Generate Report On This Session has a check mark. Click the check mark to
remove this treatment from inclusion in generated documents. Click to restore the check mark.

; ol .M " il L L ‘ |

200 300 400 500 600 700 800 900
Seconds

REVIEW SESSION #2
Stz 55 Onf 5s OFF 15m

Revigw el
Presvious: Mest

<]

= Generate Report
0O This Sessian

15. The zoom, Undo Zoom and Event Markers functions are active for each treatment.

16. Click PRINT DISPLAY if a printed screen copy is needed.

PRINT DISPLAY

17. Click Exit once all treatments and changes are complete.

EXIT
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PROMETHEUS

www.theprogrp.com



http://www.theprogrp.com/�

Pathway® CTS 1500 Operator's Guide Page 45 of 74

18. Patient Selection Screen will appear. In Current Patient Visit, Diagnosis and Plan of Care,
Session Evaluation and Exercise Prescription attachments have been added.

P -

Current Patient Visit
Visit #1 on 05/19/2015 at 11:21:28 AM

Launch/Edit/Review CTS 1500 Treatment

Vigit #1 Attachments:

Attachments | Status 1
Intake Medical Tmuss Creatad
Histones Mot Created
Physical Exams Mot Created
Diagnosts and Plan of Care Mot Created
Seszion Evaluation Mot Crested
Exerdse Fresdiption Mot Created

DIAGNOSIS AND PLAN OF CARE

1. Double click Diagnosis and Plan of Care.

Current Patient Visit
Visit #1 on 05/19/2015 at 11:21:29 AM

Launchf/Edit/Review CTS 1500 Treatment

Visit #1 Attachments:

Attachments | Status |
Intake Medical lssues Created
Histaries Mot Created
Physical Exams Mok Created
iaqracis and Plan of Care Mok Created

Sesson Evaluation Wot Created
Exerdss Prescripton Mot Created

The @
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2. Procedures Administered this Visit will open. Complete Diagnosis by clicking the appropriate

option(s). Use the scroll bar if necessary. Click on a selected option(s) to deselect.

Procedures Administered this Visit

Diagnosis:
Salect the appropeiate Dibgreds rom the kst ﬂ'—é C_Ddgjgimm
FER3E Hocturnal Enuresis
564,00 Constipation Usspecifisd
7BL.G Incontinence of Feces
185 Pristate Canier
564.01 Conshipation Flow Transs
S64,02 Constipgtion Outiat Dvafunchion
Plan of Care:

Additional patiant notes for folow-up visit

3. Plan of Care: Additional patient notes for follow-up visit allows the input of commonly used terms
or phrases which, after entered and clicked on, appear in Additional patient notes for follow-up

visit for further editing.

Plan of Care:

Additional patient notes for follow-up visit Weak Pelvic Floor Activity

4. Additional patient notes for follow-up visit terms and phrases automatically carry forward for use

with all subsequent treatments.

5. Click Close.

Close

6. Click YES.

Would you like to accept (i.e. cache) the changes to

this attachment
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PRAMETHEUS'

www.theprogrp.com



http://www.theprogrp.com/�

Pathway® CTS 1500 Operator's Guide Page 47 of 74

7. Diagnosis and Plan of Care is now Cached.

P

Current Patient Visit
Vist #1 on 05/19/2015 at 11:21:29 AM

Launch/Edt/Review CTS 1500 Treatment

Visit #1 Attachments:

Attachments | Status |
Intake Medical Isswes Created
Hizkories Nat Created
Phiysical Exams Mak Created
Diagnosis and Flan of Care Cadhed

Session Evaluation Mok Created
Ewerdse Prescrigtion Nat Created

SESSION EVALUATION

1. Double click Session Evaluation.

i

Current Patient Visit
Visit #1 on 05/19/2015 at 11:21:29 AM

‘ Launch/Edit/Review CTS 1500 Treatment

Visit #1 Attachments:

Attachments | status |
Intake Medical [ssuwes Created
Hizkories: Nat Created
Physical Exams Mok Created
Diagrosi and Plan of Care Cached

Exerdse Prescription Nat Created

2. Procedures Administered this Visit will open.
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3. Complete EMG Evaluation by selecting from drop down menus. Additional Comments allows the
input of commonly used terms or phrases which, after entered and clicked on, appear in the
Additional Comments for further editing.

Procedures Administered this Visit

EMG Evaluation:
[ Probe placement Il = l
Is there & censestint Baselng | =] l
[ Patiest able to identify pehic floar muzde [ = ‘
[L-.ud.-:nwr muscle training neosssary | 1= |
Adéilional Comments
Whsscle repding | j

4. Additional Comments terms and phrases automatically carry forward for use with all subsequent

treatments.
5. Click Close.
6. Click YES.

Would you like to accept (i.e. cache) the changes to
this attachment

7. Session Evaluation is now Cached.

Current Patient Visit
Vit #1 on 0571972015 at 11:21:29 AM

‘ Launch/Edst/Review CTS 1500 Treatment ‘

Visit #1 Attachments:

Attachments | Status [
Intake Medical Issues Created
Histories Mat Created
Physical Exams Mok Created
Diagniogis and Flan of Care Cached

Session Evaluation Cached

Exerdse Prescrigtion Mat Created
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EXERCISE PRESCRIPTION

1. Double click Exercise Prescription.

Current Patient Visit
Visit #1 on 05/19/2015 at 11:21:29 AM

Lavnch/Edit/Review CTS 1500 Treatment

Visit #£1 Attachments:

Aftachments | stans |
Intake Medical [ssues Created
Histaries Mot Created
Physical Exams Mot Created
Disgneesis and Plan of Care Cached

Seasion Evaluation Cached

Exercics Praci

2. Procedures Administered this Visit will open.

3. Complete the Exercise Prescription from drop down menus and input boxes.
Procedures Administered this Visit

-

Exercise Prescription:
Felvic floor muscle contraction rapetitons ok prexibod =]
recommendation
l Pedvic NMoor muscle contraction work/rest ratio (seconds)  Work @ Rest (@ l
[ Pevic floor muscle contraction daty frequency [ =] l
[mucfbnrmdewdﬂdmpﬂmm [ ;]l
[Pe-Mr_i'bM musele quick flick wark/rest ratia (seconds) Work |0 Rest |0 l
[ Pedvic floor muscle quick flick daily frequency | =] l
[Ws Deary | | l
[Hm Unit Frescribed [ E| l
r )
4. If aVoiding Diary is required select yes.
Voiding Diary j
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5. Additional Comments allows the input of commonly used terms or phrases which, after entered and
clicked on, appear in the Additional Comments for further editing.

Additional Comments

Hote: The abowve exercise regimen was prescribed based on muscle measurement of the procedures performed,
in addition to patient history, subjective findings and symptom responsa.

6. Additional Comments terms and phrases automatically carry forward for use with all subsequent
treatments.

NOTE: For comparison and progress tracking, the previous Exercise Prescription will show in red on
the Exercise Prescription screen.

7. Click Close.

Close

8. Click YES.

Would you like to accept (i.e. cache) the changes to
[~ this attachment

9. Exercise Prescription is now Cached.

-

Current Patient Visit
Visit £1 on 05/19/2015 at 11:21:29 AM

‘ Launch/Edit/Review CTS 1500 Treatrent ‘

Visit #1 Attachments:
Attachments | Stabus |
Intake Medical [soues Created
Histories Mot Created
Phiysical Exams Mot Created
Diagneesis and Plan of Care Cached
Sasgion Evauation Cached
Exercise Presomphion Cached
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Opening Documents

1. The program automatically compiles patient and provider information, Attachments and treatment
results to generate documents in Adobe® Acrobat® PDF or Word™ (Editable) file format.
Documents can be viewed, edited, printed and saved to another location. To open Documents, click
View/Print/Save Documents.

Select a document to view, print or save the current Patient Visit
infarmation

2. Save the data that was updated will appear. Click YES. This will move all Attachments from a
Cached to a Created status.

,@ Save the data that was updatad

3. A Documents window will appear. Choose View/Edit, Print or Save in a PDF or Word™ (Editable)
format. Only the Word™ (Editable) format will activate the Edit function for the View/Edit option. A
comprehensive list of Documents include: Chart Note, Intake Narrative, EMG Evaluation Report,
Accessory Muscle Performance Measurement Report, Exercise Report, How To Perform Pelvic
Muscle Exercises, Physical Medicine Muscle Performance Measurement Report, Pelvic Floor
Muscle Stimulation Report, Authorization Letter, Referral Letter and Conclusion of Treatment
Referral Letter. A single Document or Documents in any combination can be accessed by clicking
on the individual Documents. The selected Document(s) will be highlighted. To deselect click on the
highlighted Document(s).

4. Inthis example Chart Note, View/Edit and PDF are selected. Click OK.

Program generatad Documents:

Fallow-up Harrative

EMG Evaluation Report

Accessony Muscle Performance Measursmant Report
Exercise Report

How To Perform Pebvic Muscle Exercises

Phiysical Madicine Musche Performanca Maasurement Raport
Pehic Fogr Muscle Stmultion Repaort

Authorization Letter

Refarrzal Letter

Conclusion of Treatment Referral Letter

o+ View/Edi " Print " Save

* PDF " Word™(Editable)

The |
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5. Report Menu will appear. Click on the provided options. Click OK.

i Include Graphs

Statistics

" Mone
i+ Summary

" Detailed

I” Apply sattings to all reports

6. Processing Chart Note will appear.

Processing Chart Note

7. The Chart Note will be generated. To print, click on the printer icon on the top toolbar or click File on
the top toolbar and click Print. The Chart Note can also be printed directly from Program generated

1
Chart Note
Metropolitan Urology Associates
Patient Manwe: sally smith
Date of Visit: 3/3/2000 12:47:41FM
Provider: Lecnard Phillins
Care administared by: Leonard Phillips
This Wisitz 13

* Currenit Medical Issues:

Patiant wolunteared prograss information since last
wisit:

Estimated avg number of pads per day since last nonea
wisIt:

Description of pac—type mastly used since kast visis:
averzge number of accidents since &sT v Sk nona

Patient completed in-nome therapy assignment:

Palienl assessinznl ol inproverrenl since inilial
consultation:
" - : N —_
« Mcdical and Surgical History: J.lj\/ e e TN e T
— —_ - — ~ N . -~ e -\./‘J T r_‘_/_\\\- ~

NOTE: Exit the PDF document by clicking on the ﬂ in the upper right hand corner of the screen.
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8. All the information imputed in the Attachments is included in a comprehensive format on selected
Documents along with the graph and statistical information gathered during the session.

9. Clicking Save from Program generated Documents brings up Browse for Folder to Save and
transfer documents to another location.

(|pecament:

Chart: Hote Please select & folder to save the reports to
Folow-up Har

EMG Evaluation

B Desktop

4l Librames
& Bill's Laptep
48 Computer
B 05 (5
&% DVD R Drrnve (D) New 13 2014
: e REmevable Disk (F)

Conclusion of

[ W W W W 1

Felder: 05T

| Meke Hew Folder |

l
0K e — Cancel

Review Current Visit

1. Click Launch/Edit/Review CTS 1500 Treatment.

Launch/Edit/Review CTS 1500 Treatment

Launch a Treatment to append te the current Patient 'l.l'isitl

2. If there are multiple treatments, toggle between treatments to review or edit by selecting Review
Previous or Review Next. All treatments, whether Generate Report On This Treatment is checked
or not, are shown for edit/review. Full review screen edit capabilities are active

REVIEWW SESSION =1
10s Work/ 10s Rest/ 20 Trials

Review
Mexl:

[

o Generate Repart
On This Session

3. Click Exit when the review/edit of these treatments is complete. Patient Selection Screen will
appear.
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4. Attachments can be created, edited and added to the current session. To create or edit an
attachment double click on that attachment. Enter the needed information. Refer to the Attachments
section for further information.

5. Click Close. Select Yes to accept or No to not accept the changes/additions made.

Review Previous Visits

1. Click Review Previous Visits.

Clear any selected Patient Visit inforrnation and display a list of previouws
Patient Visit's te select

2. Patient Visit List Screen will appear. To review a specific visit, double click on that visit. The Patient
Selection Screen will appear.

4 CTS 13008 - Legges
@ View Optiont Halp

I ::Pabient Visit List Screen::

@ |

Vit [ rsnted Bote Tere [ Amecate IE

e Vit D00 WP Leorend & thar Fhilips HD
5022011020742 P4 Leorend i thur Philips HO WiRs EMGARE
NI AR P Learand i thar Philips MO
MNP MM Leorend i ther Philips HO
002301 St e M Lowrard e thar Phlgs HD
[ P L st Phalligsa HEO
OO0 094328 AM  Liwmard A thur Philies HD
050201000 AN Lioonand Aethur Philiges HD
OEOA20L] P EREL AM  Leorend & thar Philips HD
05032001 11:00:45 &M Lesorand drthur Philips HO
Vit 31 BEORI0NT 1ML &M Lewrand bethar Shilips HO WA BN ARE
Vit 12 MRORR0I10SGEIAMM  Jane Smithe AN W BMGARE

3. Click Launch/Edit/Review CTS 1500 Treatment.

LaunchyEdit/Review CTS 1500 Treatment

]Launch a Treatment to append bo the current Patient 'l.l'isitl

4. Follow the steps outlined in Review Current Visit.
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Review Patients By Date

::Patient Selaction Screen::
|' 1T oermn || Ti
Ciee | | Addrsona Patent 3
Tehrmation
| Leusnich the Beaew Petnents by Dste vardow
Patient Selection
Crante Mew Fatien: (Poquirod ontries In 1od) Reset Fatiant Selection
IPanemLas:anu‘Cusxhame [Doe 1ane =] ]
[Fanurm]gnuer (malg or famala) | female 'ﬂ ]

2. Click All Dates or Custom Selection. Custom Selection activates Begin Date and End Date
calendars.

Review Patients by Date

Chassa Fikers:
AN Dates Bagin Date: [End Dabe: —
& Custom Sakection |1:,.'1z,rz:u: S | 5/10/2015 j

(B RNERR  [e date for bash aniry boses.

reh Resull 5o 0 o
1 2 31 4 5 & 7

9 10 11 @ 13 14
15 16 1¥ 18 19 XM &
22 X2 XM 25 26 27 I8
20 XM ;1 z 3 4

T Today: 519/ W15

g

Falie il dgse | Dake ad Wisii |

3. Click Find. Search Results will be populated.

4. Search Results can be sorted. Clicking Patient Name and Associate Name will organize these
categories in alphabetical order. Clicking Date of Visit will organize by either ascending or
descending date.
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Review Patients by Date

—Choose Filers:
Al Dates Bagin Dote: End [abe;
= Custom Selection [ 4/21/201% _-| [ & azona _-|
1 oy e day, e the same date for both entry bowes.,

FI

:
i
5
H
i
i
-
i

HeEdE

EeEezi

s
I

sepnalrssRaRRsg
BifiipAznAneEERn]
g

5. Double click on a record, launch the edit/review from the Patient Selection Screen with the same
capabilities as described in the Review Current Visit section.

NOTE: Two new buttons appear beside Review Patients By Date: Review Previous Patient and
Review Next Patient.

Roewiew Next
Patiznt

[selects the Met Patient in the Review Patients by Date lisz|

Review Previous
Patient

Review Patients
By Date

6. Clicking Review Previous Patient or Review Next Patient will advance to the previous or next
patient record.

NOTE: Create New Visit appears when accessing either Review Previous Patient or Review Patients
By Date for other than the current date.

Active Treatment Screen Changes Addendum
Modify Protocol

1. Click on the protocol to modify from the Treatment Protocols list. Click MODIFY PROTOCOL once
the display becomes active.

The
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=]

| PALISE | REZET

PEE0S|

Utiibies

NOTE: Always select the correct protocol as a template/starting point (ie. Work/Rest, Resting/Baseline,
On/Off Stim or Continuous Stim Protocol). Once all changes have been made, Rename and Save the
newly created Protocol. If the protocol name is NOT Renamed the original protocol will be overwritten
with any and all changes made.

2. Continue on to Modify Protocol buttons will appear. Click YES.

Continue on to Modify Protocel butkons

|& CT5 1500 will stop collecting data and display the Modify Protoce
buttans.

‘When finished madifying, collecting data wall restart.
I Would you like to continue?

3. The modify protocol Menu will appear.
—Menu
| channels | | Screens

| Cisplay Tyes | Goals
| colors | | Mames
h’m\gg'su.nd| Markers

NOTE: Stim Menu will only show if a stim protocol is selected. If a stim protocol is selected Stop Stim
MUST be clicked before clicking Modify Protocol.
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CHANNELS

1. Click Channels.

2. Channel Selection will appear. Select which Channel(s) appear on the graph and on which screen
(if Dual Screen) by clicking in the appropriate box. Deselect a Channel by clicking the check mark.
Click OK.

Chanrel Sekethan

shghUosser Screen Chanaek
S EMG AJSTIM

™ EMGB

Lermar Soreen Channels
™ EWG A/STIH

“ EHMGE

| Reset |

DispPLAY TYPE

1. Click Display Type.

LT
Channels SITEEns
Cisplay Type Goals
Colors Mames

Timing/Sound Marioers

2. Click on a Display Type. Click OK.
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~Upper Soraen Displey Typas

Wide Liss Serall

Temglalas

Shutte Docking (Courfesy of NASA)  [Animation)
Gymnnostics  [Animation])

Biseming Flowser  [Animalion)

Delphin [Animalion)

orwer Sereen Display Types

Wi Lins: Soroll

3. If an Animation display is selected Animation Channel Selection will appear. Primary Channel will

control the Animation. Secondary Channel will display statistics only. Click OK.

NOTE: Animations only run on a Single Screen.
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Rimge —— WM Cuve Sy B WA Gael

CTS 1500 i_:g.n.. o Wil w.-.,.ii

COLORS

1.

2.

3.

Click Colors.
fanu
| channels Sereens
| onsplay Type Goals
B | Momes

L

[Timing/Sound Markers

Color Selection will appear. Click EMG A/STIM. Click EMG B, or the Screen Background to
modify its color. Click OK.

Calee Salection e

—Chooss an bem

[EMGasTM |
EMG B
Sorean Backgiound

Color will appear. Set EMG A/Stim to be a basic color by clicking on one of the Basic colors. Select
a Custom color by clicking and holding on the bull's-eye B in the color spectrum window. Drag the
bull's eye over the color spectrum until the desired color appears in Color|Solid. Both Basic and
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Custom colors can be adjusted lighter or darker. Click, hold and drag the color saturation bar up or
down. To add an adjusted color to Custom colors, click Add to Custom Colors.

i Color ﬂ
Basic colors:
Uil el 0§ |
g~ 5 B B 0 B | 4
L & B 0 B B B B |
8 0 0 5 Bl I
L Custom colors:
oo
Hue: Red: IT
el el el el ol el el - S e
Define Custorm Calors > ColoriSelid | . Iﬁ Blue: IT
ok | cance | Add to Custom Colors |
4. The new color will appear in Custom colors. Click OK.
el B |
I N B N
I BN N N .
N N N e .
N BN B .
i el e
I8
- rrr-r—
Hue: ?1 Red: ?u
reo- R ST
Cefine Custom Colars » > I ColoriSalid Lum: Iﬁ Blue: IZZ—
ok | cancet | | Add to Custom Colors |

1. Click Timing/Sound.

e
Charnele | | Soeens |
Disploy Type | | Goals |
Colors | Mames |
|

TimingScund| | Markers

2. Set the Timing and Sound will appear.
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Work Time: | 10 Rest Tima: 10

Total number of session wials: = 20

Srnoathing: | 7

[w Enable Sound

Wigrk/Rest Audlo Prompts:

| Pings

Page 62 of 74

NOTE: Set the Timing and Sound only appears when modifying a work/rest protocol.

3.
time and keying in the new time.
4. Change the Total number of session trials: in the same manner.
5.
6.

To Enable Sound place a check mark in the cell. To disable click on the check mark.
Change EMG Smoothing: by clicking in the cell and keying in the value desired. An integer between

Change the Work Time: and Rest Time: in seconds by clicking in the cell, highlighting the existing

0-15 MUST be entered. Note: It has been determined that a setting of 3 yields the best performance
numbers and has therefore been set as the default value.

7. Click the drop down arrow to change Work/Rest Audio Prompts:. The default option is Pings. Click

the option desired.

SR —

8. Click OK.

Work Time: 10 RestTime: | 10
Taotal number of session trials: |~ 20
¥ Enable Sound Smoothing: | 7

Work/Rest Audie Prompts:

[ings El

Nane
| Pings t

9. A protocol without work/rest will display Timing.
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Screen Sweep Time (s): |60 -

EMG Smoothing: 7

10. Click the drop down arrow to change Screen Sweep Time (s): in seconds. Click the sweep time
required.

11. Change EMG Smoothing as outlined above.

12. Click OK.

NOTE: The Stim Menu button is only available in the Modify Protocol Menu when a Stimulation Protocol
has been selected.

1. Click Stim Menu.

—Meris
Channels Soeens
Digplay Type Goaks
Colors ames
TimingSound Markers

2. Stimulation Menu will appear.

Stirulation Menu

Treatment Time: | 15 {m)

Pulsesf(s): S0H:z
[ Twome
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3. Change Treatment Time: in minutes by clicking in the cell, highlighting the existing time and keying
in the new time.

4. Change Stim Timing: in seconds (both ON time: and OFF time:) by clicking in the cell, highlighting
the existing time and keying in the new time.

NOTE: The ON time: /OFF time: fields are disabled when modifying a Continuous stim protocol.

5. Change the Pulses/(s): (Hz) by clicking on the frequency required.

6. Click Exit.

Stirulation Menu

Treatment Time: | 15 {m)
-~ Stim tiing:

oNtime: | 5 (g
OFF timez [ 5 z)

Pukes((s): [ 12.5Hz
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SCREENS

1. Click Screens.

Menu
Channels STeens
Display Typs Goals
Colors Mames

Timing,Sound Markers

2. Screen Appearance will appear.

# — =

Soreen Appearance

" Single Screen

I * Dual Scraan

3. Select either Single Screen or Dual Screen and click OK.

I —— ]

creen Appearance

" Single Screen

| * Dual Screen

|
r | 0K Cancal

GOALS

1. Click Goals.

Menu

Channeks Soréens

Cisplay Type Godls
Calars [Mames

Timing,Sound Markers
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Channel Goal Selections will appear.

Channel Goal Selections

A Channel Selection |
A WORK Goal —— —A RESTGaal ——

+ Moma (& Mone

" Abgve Tone " Above Tane

™ Belaw Tone (™ Below Tane

B Channel Selection
B WORK Goal — ~B REST Geal ——

¥ Mane [+ Man=

" Above Tone (" Above Tone

" Below Tone ™ Below Tone

o ) (e ) (oot |

An Above Tone WORK goal has been selected for EMG A (Pelvic Floor) in the example below.
Notice the goal line in the work time intervals. The line color matches the color of EMG A. The default
value for a goal is 10.0 pV.

— —
1000 Petvic Floor Andominals
700 1 [ | I
1A | I I
S 0] | | |
FE . . ud
2 oA
T | 1 |
g s0- | | |
= we I I I
0+
I | I I
i--lllllllllllllllllllIIIIIIIII|IIIIIIIIIIIIIIIIII|IIIIIIIII
T T T T T T T T T
] 5 0 15 0 23 i 35 4o 45 50 55 80
Haconds
Rangs —FAME  CurVd WORK Mg Max %5 Gosl REST vy Mex "R5 God
A Lo @ EMGA | 513 77.] 70,0/ L00.0 Ao AR 08l o0l 0.0 e Bl
e opn 03 EMSE 0 53 1.4 %6.0) 0.0 kone Al 00 2.0 0.0 nene ol
Range — MAME CurVal WORK  Awg Max %5 Goal REST  Awg Max %S Goal
M Log @ | EMEA [ 533 77.9[ 70.0[100.0 AbvTn Rl 0.0 00 0.0(Mens HRAl
Weouin O EMEE | 5.3 T34 %6.0] 0.0Nome A ool 0.0 0.0/mere AL

WORK Goal for EMG A now shows an AbvTn (Above Tone) goal. To increase the pV goal click the
green up arrow. To decrease the pV goal click the red down arrow. Goal changes are in 1 pV
increments above 10 uV. Goal changes are in 0.1 pV increments below 10 pV.

Click OK.
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NAMES

1. Click Names.

[T
Channgels Sereens
Cisplay Type Goalks
Colors Mames

Timing/Sound Markers

2. Name Modify will appear. To modify a name click on the appropriate cell and key in the new name.
Click OK.

[ Name Modify e—

Channels
Al =~ =00
B: Abdominals \

o | Cancel ||

e E 3 =

MARKERS

1. Click Markers.

Meni
Channels Soeens
Display Type Goals
Colors Hames

Tirming,Sound [Harkers

2. Markers will appear.
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3. Click the Cough marker.

9.

Markers

—Custam

i oo |

Marker 3 _

Marker 4 Taxt on graph

Marker 5 O Usz name @ | Cgh
Select any channal amplitudes to display
Pelvic Floar

Description: Abdominals

The cough description

Click Color. Cough color can now be changed from Colors.

Cancal

The marker name can be changed. Click on a marker name and click Modify Name. Key in the
The Text on graph can be changed. Click on a marker name. Click Use name and key in a

maximum of 3 letters.
The marker Description can be changed. Click on the marker name and key in the Description box.

Select any channel amplitudes to display determines which channels will display amplitudes when
a marker is placed. Click a highlighted channel to deselect.

10. Click CLICK HERE WHEN FINISHED MODIFYING PROTOCOL.

—Meny

[ Channels | Saeens
|Cisplay Type | | fGoals
l Colors | Mames

[TimingySound | | Markers |
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11. Save Protocol will appear. Place a check in the box Check to enable saving Application Protocol.
Remember to change the name in Save As... to save as a new protocol. If the protocol name is
NOT changed the original protocol will be overwritten with any and all changes made. Click OK.

Save Prosocal ! .

Apphcaton Probocol

W Chieck to enables saving Applicabon Frotocol

S At
A T EMGS, Engurance

Cancel

Utilities

NOTE: The Launch CTS 1500 EMG/Stim is set to Live mode by default. There is a Simulation mode

which will run the session with preloaded data for demonstration purposes. This is a limited feature set
not meant for clinical use.

1. To select Simulation mode click Utilities.

Utilities

2. A popup window will appear stating the CTS 1500 is about to stop collecting data and display a
popup window. Would you like to continue? Click Yes.

T ———

- | CT51500 is about to stop -|:|:|||:d:ing data and disp|a}ra popup wandow.
Would you like to continue?

Yes Mo

3. Utilities will appear.

&+ Simulation

[ oc ]
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4. If Simulation is selected, Simulation Mode will flash in the lower left hand corner of the treatment
screen.

SIMULATION MODE

Delete Protocol

1. Click on the protocol to Delete from the Protocols drop down menu.

Protocols:
| B 2 EMGs, Baseline v

2. Click Delete Protocol File.

[ Delete Protocol File |

3. Delete File will appear asking: Are you sure you want to delete the PROTOCOL file.....

S —————————————— — —
oerroae NN e

'ﬂ Are you sure you want b delete the PROTOCOL file

E 2 EMGs, Baseline

=]

Note: Once the Yes button in Delete Protocol File has been selected the Treatment Protocol will be
deleted.

4. Click Yes to Delete.
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Pathway® CTS 1500 Specifications

Pathway® CTS 1500 Module:

PC:

Width:

Height:

Length:

Weight:

Input Voltage:

Input Current:

Electromyography:
Number of Channels:
Range:
Accuracy:
Sampling Rate:
Display:
Signal Processing:

Stimulation:
Number of Channels:
Range:
Frequency:
Signal:
Pulse Width:
Charge Per Pulse:

Notebook:
Display:
Resolution:
Processor:
RAM:
Hard Drive:
Patient Data Storage:
Battery:
Width:
Height:
Depth:
Weight:

Color Printer:

Pages per minute:

Paper Feeder:
Width:

Height:

Depth:
Weight:

40 Whr

29.2cm (11.5in)
8.4 cm (3.31in)
25cm (9.9 in)

2 kg (4.5 Ibs)

12 vDC

7.08 A

2

1-800 pv

2% +2 Microvolts (Less than 500 Microvolts)

10 Hz

Linear or Logarithmic

True RMS Conversion

20 to 500 Hz Bandpass

60 Hz Notch Filter

Input Common Mode Rejection greater than 100dB
Input Noise Level of less than 1 pVv

Internal Active Electrode Preamplifier on both channels
Active Electrode Impedance of 10 gigohms

1

1 - 100 Milliamps (mA)
12.5/50/100/200 Hz
Biphasic

300 microseconds (ps)
28 microculombs

15.6 in

1366 X 768

1.8 GHz Dual Core

4 GB RAM

500 GB

> 500 Patient Records
Rechargeable Battery providing 4+ hours of use
37.6 cm (14.8in)

26.7 cm (10.5in)

25.9 cm (10.2in)

2.3 kg (5 Ibs)

21 pages Black
17 pages Color
100 Sheets

445 cm (17.5in)
11.9cm (4.7 in)
33.5cm (13.2in)
5.6 kg (12.3 Ib)
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Operating Conditions:
Ambient Temperature:
Relative Humidity:
Atmospheric Pressure:

Storage/Transportation Conditions:

Ambient Temperature:

Relative Humidity:

Atmospheric Pressure:
Warranty:

CTS 1500 Module:

PC:

Color Printer:
Standards and Approvals:

ISO 13485:2003

Pathway® CTS 1500 Operator's Guide Page 72 of 74

10°C to 35°C (50°F to 95°F)
20% to 80% no condensing
700 hPa to 1060 hPa

-10°C to 50°C (14°F to 122°F)
20% to 80% no condensing
700 hPa to 1060 hPa

1 Year Parts and Labor

1 Year Parts and Labor
1 Year Parts and Labor
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SOFTWARE LICENSE AGREEMENT

THE PROMETHEUS® GROUP grants to the purchaser of the Pathway® CTS 1500 Software the right to
use one copy of Pathway® CTS 1500 Software on one computer within one business entity. Pathway®
CTS 1500 Software cannot be shared among or between multiple business entities; for example, a
satellite clinic affiliated with a hospital operating as a separate business entity. Each business entity is
required to have its own original copy of the Pathway® CTS 1500 Software.
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STANDARD WARRANTY SERVICE AGREEMENT

THE PROMETHEUS® GROUP warrants equipment of its own manufacture to be free from defects in
material and workmanship as follows:

One (1) year from the date of shipment to the original purchaser, subject to the terms, conditions,
limitations, and exclusions specified herein.

1.

2.

Service: THE PROMETHEUS® GROUP of New Hampshire, Ltd., hereafter “THE PROMETHEUS®
GROUP?”, shall provide, for the term of this warranty, repair of defective Prometheus® Group units.
This warranty shall include all parts and labor charges. The purchaser must obtain a Return
Authorization Number and must return the defective unit, at the purchaser’s own expense to THE
PROMETHEUS® GROUP. THE PROMETHEUS® GROUP may, at its option, repair and return the
unit or provide a replacement unit. Should THE PROMETHEUS® GROUP elect to provide a
replacement unit, then this warranty is automatically transferred to the replacement unit. THE
PROMETHEUS® GROUP shall return, at THE PROMETHEUS® GROUP’S own expense, the
repaired or replacement Prometheus® Group unit.

Exclusions: The following conditions are excluded from service under this warranty:

A. Preventative maintenance. Preventative maintenance, defined as maintenance performed for the
purpose of preventing a malfunction, is excluded from service under this warranty.

B. Repair of damage or malfunction of Prometheus® Group equipment resulting from abuse,
accident, modification, usage of accessories, consumables and components not supplied or
approved by THE PROMETHEUS® GROUP, or other cause other than normal usage, including
but not limited to operator error, failure of other user-supplied equipment, and equipment
operation in excess of design specifications is excluded from service under this warranty.

C. Loss due to fire, flood, robbery, burglary, theft, vandalism, radioactive contamination, or other
natural disasters or Acts of God is excluded from service under this warranty

D. Replacement of batteries, accessories and expendables such as electrodes, are excluded from
service under this warranty.

E. Commercial Equipment made by others, such as computers and printers.

NOTE: THE PROMETHEUS® GROUP provides no warranty on these items, and any service required
must be obtained from the original manufacturer.

3.

Optional Warranty Extension: This warranty may be renewed or extended by written agreement and
acceptance of both parties. The price for such extension shall be the price in effect at the time the
extension is put in force. THE PROMETHEUS® GROUP shall waive any inspection and conditional
repair requirements for uninterrupted warranty extensions.

Limitation of Remedy: THE PROMETHEUS® GROUP shall not be liable for any damages caused by
the delay in furnishing warranty services or other performance under this warranty. The service
warranty expressed in paragraph 1 represents the sole and exclusive remedy for any warranty claims
under expressed or implied warranties, including without limitation any warranty of merchantability or
fithess. This warranty specifically limits the liability of THE PROMETHEUS® GROUP, including
liability for negligence claims by users and disclaiming any other claims of non-performance by THE
PROMETHEUS® GROUP. In no event shall THE PROMETHEUS® GROUP be held liable for any
incidental or consequential damages of any kind.

Assignment: This warranty shall not be assigned by the purchaser without prior written consent of
THE PROMETHEUS® GROUP. The warranty shall be binding upon all of the parties and their
successors and assigns.

52_076bEN
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