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Ocelot Instructions for Use (IFU)

CAUTION: Read this entire guide before using the device

User Assistance Information:
For problems or concerns, please visit www.tendonova.com or call 877-203-0161.

Federal law restricts this device to sale by or on the order of a licensed healthcare practitioner.
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Special Notice Definitions
Three types of special notices are used throughout this manual. They are Warning, Caution,
and Important. Notices in this section pertain to general aspects of the device. Additional
notices related to a specific function of the device may be included in other sections of this
manual.

Warning

Indicates a potentially hazardous situation that, if not avoided, could result in death or
serious injury.

Caution

Indicates a potentially hazardous situation that, if not avoided, could result in minor or
moderate injury.

 Important

Indicates noteworthy information that requires particular attention.

Introduction
CAUTION: Read this entire guide before using the device
Intended Use / Product Positioning

The Ocelot Treatment Delivery System (Ocelot TDS 1000) is intended to be used by a
qualified healthcare professional. The Ocelot TDS 1000 system is conducive to procedures
performed both in an office environment and surgical center environment

Example medical specialties include but are not limited to: Physical Medicine and
Rehabilitation, Podiatry, Sports Medicine, Orthopedics, General Surgery, and Interventional
Radiology.

Indications for Use:
The Ocelot TDS 1000 is indicated for use during surgical procedures when fragmentation or
debridement of soft tissue is desired.

Patient Attributes
Patients with conditions where the fragmentation or debridement of the targeted tissue is
medically indicated.

Contraindications:
 Infection
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 Poor visualization of treatment area

 Do not fragment / debride tissue narrower than the 18-gauge cutting tool

 Do not use to emulsify tissue.

 Do not use on Bone tissue.

 Do not use on uterine fibroids, benign tumor tissue or cancerous tissue.

 Ocelot TDS is not suitable for use with electrocautery surgical equipment

Side Effects
 Risk of over treatment: Excess fragmentation

 Risk of over treatment: Severing

 Risk of misuse: Cartilage damage

User-patient environment
Table 1: Characteristics of the use environment of the Ocelot TDS 1000 System.

Environmental Characteristic Description

Physical Environment Physician Office, Clinic or Hospital Setting.

Lighting Lighting is provided as needed for surgery.

Sound Sound level variance is dependent on the time of day.

Ambient noise sources could be people communicating and
moving through the clinic, various medical devices, HVAC, or
monitors.

Personnel Personnel can include physicians, mid-level providers, and
technicians.

Additional Equipment Ultrasound equipment suitable for directing the action tip to
the appropriate area of the tendon is recommended and
tablet for application if used
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Climate (Temperature &
Humidity)

Temperature: Operating 10 - 35 C (50 -104 F)

Humidity: Operating 30 - 75 %

Pressure: Operating 700 - 1060 hPa

Not for use in areas where gaseous anesthesia is used

Not for use in oxygen rich environments

Frequency of Use Operator: typically, 10 3-minute treatments a week

Patient: One treatment per tendon as needed

Location and Mobility Portable, lightweight, RDU must be no more than 15 feet
away from Tablet.

Hygiene Sterile Field, sterile disposable

Waste Handling Biohazard Sharps waste disposal

Cleaning and Disinfection Clean site with access to potable water and municipal drains

Description of the Device:
The Ocelot TDS 1000 is a portable, handheld battery-powered device that consists of a
Reusable Drive Unit (RDU), a charging station for the RDU, a sterile Disposable Unit (DU) that
houses the cutting tool assembly, and an optional application that displays real-time
operating data. It is designed for use during surgical procedures when fragmentation or
debridement of soft tissue is desired. The Ocelot TDS 1000 is comprised of a unit that
mechanically interacts with tissue and an optional app that provides real-time device
operating data.

The Ocelot TDS 1000 consists of four (4) components as Illustrated in Figures below.

 Disposable Unit (DU)

 Reusable Drive Unit (RDU)

 Ocelot TDS Application

 Charging Station
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Figure 1 Ocelot Disposable Unit

Figure 2 Reusable Drive Unit
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Figure 3 Reusable Drive Unit in Charging Base and Disposable Unit

Functions and Features
The Ocelot TDS 1000 is a portable, handheld battery-powered cordless system that consists
of a Reusable Drive Unit (RDU) and Disposable Unit (DU) for the fragmentation and
debridement of soft tissue. The fragmentation action of the Ocelot TDS 1000 is delivered
through the oscillatory motion of the Franseen tip. The Ocelot TDS 1000 features 5 speeds
that are controlled by “Up” and “Down” buttons and a momentary activation button (i.e.,
“ON/OFF”) button that activates the cutting tip while depressed. The speed level is indicated
by the number of illuminated LEDs. To assemble the Ocelot TDS 1000, simply slide the DU
over the RDU and lock it in place with the push tab locking mechanism. (The RDU contains
the battery and the motor which provides the driving force for the cutting tool). The Ocelot
TDS 1000 collects and transfers information to a Mobile Device for visualization on the
TendoNova Mobile App.
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Figure 4 Device Control Buttons and LED Indicators

Safety
General Use

Ocelot TDS 1000 should only be used by qualified healthcare professionals.

The DUs are sterile and intended for single use only. They cannot be re-sterilized. DUs are
sharps and should be handled as contaminated sharps waste.

The RDU and Charging Unit should be maintained in a manner consistent with these
instructions for use. The only maintenance the system requires is cleaning and disinfection,
which must be performed after each treatment.

The Ocelot TDS 1000 contains a lithium battery in the RDU. The expected service life of the
system is five years. Dispose of device per local regulations.

The system is designed and packaged to sustain standard handling, shipping, and storage
conditions. Care should be taken to handle as you would any piece of electrical equipment.

Clinical Safety Information

Warnings

Warning: Federal law restricts this device to sale by or on the order of a physician or
practitioner trained in its use
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Warning: Ocelot TDS 1000 is intended to be used in a clinical setting by clinical
professionals who are trained in the medical procedures, practices, and terminology.

Warning: The DU is supplied sterile. Do not use if disposable packaging was
damaged.

Warning: The DU has an expiration date. Confirm that the disposable has not
expired prior to use.

Warning: The DU is a Single Use Sterile disposable. It cannot be re-sterilized by the
operator. Do not clean and reuse. Reuse carries a high risk of cross-contamination.

Warning: Dispose of DU as sharps medical waste. Improper disposal could result in
injury.

Warning: DU contains sharp needle

.

Cautions

Caution: The RDU (separate) is cleaned and disinfected after each patient. It must be
transported from the cleaning area to the treatment area in a way that protects its
level of disinfection, such as a clean wrap or disinfected protective container.

Caution: The DU (separate) is delivered sterile and ready-to-use only when the
individual packaging is undamaged and unopened. Always wear gloves and use
sterile field methods when using to protect the user and patient from potential cross-
contamination. Always apply a surgical drape to protect the patient skin from contact
with device.

 Important: Prior to each use, ensure that the battery level of the Ocelot TDS 1000 is
sufficient. Failure to do so may result in the device stopping in the middle of a
procedure.

 Important: Prior to each use and prior to attaching the disposable DU, ensure that
the RDU is clean. Failure to comply may result in contamination.

 Important: The Ocelot TDS 1000 should within 15ft of the Tablet be connected via
Bluetooth® for optimal use. The Ocelot TDS 1000 can be used without the Tablet if
needed.
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Ocelot Treatment Delivery System (Ocelot TDS 1000) Safety
Information

Warnings

Warning: There are no user serviceable parts.

Warning: No modification of this equipment is allowed.

Warning: Unauthorized modification of this equipment can result in serious injury
or death.

Warning: Parts are not to be serviced or maintained while in use with patient. Do
not charge battery or clean and disinfect the device while in use with patient.

Warning: Do not touch the battery charger while in use with patient.

Warning: Device not suitable for use in the presence of flammable anesthetic
mixture with air or with oxygen or with nitrous oxide.

Warning: Do not immerse the Ocelot TDS 1000 in any fluids, including those used
for cleaning and disinfection.

Warning: Do not use if device packaging was damaged.

Warning: Dropping the Ocelot TDS 1000 may result in damage. If dropped, discard
DU, inspect RDU for damage, restart, check for errors and performance. Clean and
disinfect RDU before reuse.

60601 EMC Warning: Do not use the device adjacent to or stacked with other
equipment. If adjacent or stacked use is necessary, the device should be observed to
verify normal operation in the configuration in which it will be used.

Warning:Mains connection - Remove power from battery charger by unplugging
from the wall. Position charger so it can be easily unplugged.

Warning: In the event the RDU or Ocelot TDS 1000 are submerged in water or
substantially wet, it may be damaged and no longer function. If there is significant
liquid ingress into the Ocelot Reusable Drive Unit, do not use the Ocelot Reusable
Drive Unit and return to TendoNova for service.

Warning: The optional tablet has the potential to be used within the patient field
and is subject to the risk of interference.
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Warning: The End User (Responsible Party) is responsible for making the system IEC
compliant.

Warning: Do not use optional tablet while connected to charger.

Warning: Do not touch tablet and patient simultaneously.

Cautions
Caution: Prior to each use, inspect the RDU and DU for damage. DO NOT use if
damage is apparent.

Caution: Prior to each use, ensure that the RDU are clean and disinfected. Failure to
comply may result in contamination.

Caution: Performance – Report problems associated with use of the device. If you
suspect the device is not working properly, discontinue use and contact
manufacturer.

Caution: The Ocelot TDS 1000 uses Bluetooth RF energy to transmit data to the app
on the tablet.

Notes
 Important: The wireless charging station is designed to be compatible with normal

North American power outlets (120V 60 Hz wall sockets).
 Important: The Ocelot Charging Station should be placed on a stable flat level

surface away from any edges to ensure no disturbance while charging the RDU.

 Important: Medical electrical equipment needs special precautions regarding
Electromagnetic Compatibility (EMC) and needs to be installed and put into service
according to the EMC information provided in this manual.

 Important: Portable and mobile RF communications equipment can affect medical
electrical equipment.

 Important: Medical equipment with respect to electric shock, fire, and mechanical
hazards only in accordance with AAMI/IEC/EN 60601-1.

 Important: The optional tablet should be placed in a clearly visible location
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Glossary of Symbols:
The following symbols may be found on the package labels and device.

Keep Dry Prescription Required

Use by Date Lot Number

Caution
Part Number,
Catalog Number

Serial Number Manufacturer

Do Not Reuse
Follow Operating
Instructions

Sterilize by Ethylene
Oxide

Do Not Re-sterilize

Do Not Use If Package
Is Damaged

Temperature Limit
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Humidity Limitation
Atmospheric Pressure
Limitation

Type B applied Part Manufacture Date

Lithium Battery Alternating Current

Momentary activation
button

Speed
increase/decrease

FCC symbol

Mandatory - Read
Instruction Manual
Before Operating
Equipment

LI-ION
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Getting Started
Equipment Checklist

Model Number Description

RDU-1000 Ocelot Reusable Drive Unit (rechargeable)

DU5F86NL Ocelot Disposable Unit
Franseen, 86mm Introducer Needle, Non-Luer (box
of 5)

DU5F30NL Ocelot Disposable Unit
Franseen, 30mm Introducer Needle, Non-Luer (box
of 5)

DU5F60NL Ocelot Disposable Unit
Franseen, 60mm Introducer Needle, Non-Luer (box
of 5)

DU5F80NL Ocelot Disposable Unit
Franseen, 80mm Introducer Needle, Non-Luer (box
of 5)

DU5F30L Ocelot Disposable Unit
Franseen, 30mm Introducer Needle, Luer (box of 5)

DU5F60L Ocelot Disposable Unit
Franseen, 60mm Introducer Needle, Luer (box of 5)

DU5F80L Ocelot Disposable Unit
Franseen, 80mm Introducer Needle, Luer (box of 5)

CHG-100 Ocelot Charging Station (wireless charger)

IFU-100 Ocelot Instructions for Use

TMA-1000 TendoNova Mobile App (optional)
(download/email from www.tendonova.com)

Supplier Sourced Parts (For Use of Optional App only)

Model Number Description
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STM-T290 Samsung Galaxy
Tab A or equivalent

Android Tablet with no modifications, Wi-Fi,
and Bluetooth compatible, Android OS 9.0 or
later,2019 or later, 32 GB internal storage IEC
61960 compliant battery rated 5000mA.
Touchscreen 8” or larger

Supplier Wi-Fi network (For use of Optional App Only)
Provides connectivity for data transfer to Cloud Storage

Follow instructions in the Tablet user manual to connect to Wi-Fi for file upload.

 Connectivity and Configuration Wi-Fi Standards 802.11a/b/g/n/ac
 Security: WEP, WPA, WPA2
 Information Flow: Connection protocols and one way encrypted binary data from

the tablet to the cloud.

Device Indicator and Actuators
The Ocelot TDS 1000 has up and down buttons which control the cutting tool speed. The UP
button, when held down for 3 seconds also serves to allow pairing with the Tablet. There are
two groups of five LEDs on each side of the momentary activation button to indicate speed
and battery charge. In addition, a single LED between the up and down buttons indicates
RDU-Tablet Bluetooth connection status. If the single Bluetooth LED is flashing, the
connection (pairing) has not been made or has been broken. The power is controlled by a
momentary activation button (“On/Off”) which applies power to bring the device into an
active state and must be continually pressed to run. A latch mechanism is employed to hold
the DU onto the RDU during treatment. See device indicator locations below.
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Figure 5 Device Control Buttons and LED Indicators

LED Indicators and Patterns
The LEDs on the Ocelot TDS 1000 are used to display the current speed of the device or to
display the battery levels. The LEDs scroll during power-up.

Figure 6 Close up of Device Control Buttons and LED Indicators

 Powering Up

o Press the Momentary power button.

o When the device powers up from idle, a unique LED pattern for power up
displays. The LEDs will scroll from 5 to 1 (top to bottom) (introducer needle
end, battery end)

 Pairing the Device

o Press the UP button to allow Bluetooth pairing with the Tablet.

o Pairing status is indicated by the center LED,

o Flashes while pairing,

o Solid bright when paired,

o Solid dim when not paired, not active pairing- i.e., idle state.

o The center blue LED will flash while pairing and will stay illuminated when the
device is connected to the tablet.

Document Ref: YTBNJ-PGIQH-HSNXQ-YYVYR Page 21 of 61



Ocelot User Manual Page 20 of 59
OCEL-00-033-MAN_J, December 2022

 Setting Speed

o Pressing the “Up” or “Down” button will cause the LEDs to light up and
display current speed (from 1 to 5).

o Pressing the “Up” button when the speed is already at 5 will not change the
speed. The LEDs will light up to display that the speed is at 5.

o Pressing the “Down” button when the speed is already at 1 will not change
the speed. The LEDs will light up to display that the speed is at 1.

o The RDU employs a 2 second delay when changing speed to reduce instances
of unwanted speed changes.

 Activating the Device

o The momentary power button must be depressed to move the cutting unit.
The RDU will stop when the power button is released.

 Reading Battery Charge Levels

o Remove RDU from charger base before reading Charge Level

o Holding down both “Up” and “Down” buttons for 3 seconds will display the
battery levels on the LEDs in increments of 20%.

o 20% one LED is solid.

o 40% two solid.

o 60% three solid.

o 80% four solid.

o 100% five solid.

When the Ocelot TDS 1000 has 20-30 minutes of predicted battery life left, pressing the
momentary activation button will cause the LEDs (current speed setting) to flash once every
3 seconds.

 When the Ocelot TDS 1000 has 0-10 minutes of predicted battery life left, pressing
the momentary activation button will cause the LEDs (current speed setting) to flash
nonstop.

 When the Ocelot TDS 1000 has 0 minutes of battery left. Pressing the momentary
activation button will cause all 5 LEDs to flash 3 times and then stop. The Ocelot will
not actuate when it has 0 battery.
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 Powering Down

o After 30 minutes of no activity, the RDU will go into sleep mode, LEDs off,
Bluetooth off. Press any arrow button to return it to active state.

Charging the device
1. Connect the battery charger to an appropriate wall socket. Place RDU in charger

cradle.

2. For first use (initial charge) or if the device is discharged below 20%, leave RDU on
charger for 24 hours. When the RDU is fully charged and in the charger, the topmost
LEDs will blink indicating full charge.

3. Remove from charger and confirm full charge by holding down both “Up” and
“Down” buttons for 3 seconds to display the battery levels on the LEDs in increments
of 20%. Full charge will illuminate all LEDs.

 Important: The wireless charging station is designed to be compatible with 120V
wall outlets

 Important: The Ocelot TDS 1000 Charging Station should be placed on a stable flat
level surface away from any edges to ensure no disturbance while charging the RDU

Conducting a Procedure (See Appendix A for instructions for us with
the Optional App)

1. Prepare patient.

2. Drape patient to cover skin leaving only the treatment insertion site uncovered.

3. Open disposable packaging and position Disposable Unit into the sterile field.
Handle all components using best sterile practices.

4. Assemble RDU and DU by press fitting components together until the locking
mechanism engages.
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Figure 7 Disposable Unit slides over Reusable Drive Unit

5. Disposable will latch and be secured by locking feature.

Figure 8 Disposable Unit latch locks onto the Reusable Drive Unit

6. The locking mechanism will click when the reusable and disposable are properly
assembled.

7. Position patient to ensure easy access to treatment location.

8. Remove cutting tool cover.

9. Adjust introducer needle bevel position if desired (see instructions below)

10. Ensure that the luer connection is tightly secured to the Franseen cutting tool cover
before using.

11. Guide the device to the appropriate treatment location.
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ADJUSTING NEEDLE BEVEL ANGLE IF NEEDED: The insertion needle bevel orientation can be
changed as needed by loosening the slip fit luer connecting the introducer needle to the
disposable body. To do so, remove the luer sufficiently to allow the luer to rotate and then,
once the desired bevel orientation is achieved, slide firmly up the disposable body
reestablishing the slip fit connection in the desired orientation. Alternatively, a stab incision
can be made to pierce the skin rather than using the introducer needle. If the introducer
needle is going to be used to pierce the skin, bevel should be oriented to face up toward the
speed control side as shown below.

12. Press and hold the momentary activation button to begin debridement of tissue. Use
arrow buttons to increase and decrease speed. The speed cannot be adjusted while
the cutting action of the device is activated.

13. Upon completion of the treatment, the operator may either:

a. twist the detachable luer to disengage it from the body of the disposable and
withdraw the disposable with cutting needle leaving the introducer needle in
the treatment location to facilitate barbotage or lavage, or
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b. withdraw the complete disposable from the treatment location, then

14. Place the Ocelot TDS 1000 down on flat surface within the sterile field.

15. Dispose of the DU. To disassemble, push on the tab to release the locking
mechanism between the RDU and the DU and pull the two apart. Place DU and
detached luer, if applicable, into a biohazardous sharps container.

Post Procedure Session

1. Clean and disinfect according to procedure.

2. Check the charge. If battery charge is 60% (three bars) or lower, charge it.

3. Charge if needed. Full charge is reached in 24 hours.

4. If the Ocelot is unattended for more than a week, it should be charged before use.

5. If it does not need to be charged, wrap /protect the disinfected RDU for the next
treatment session.

6. Clean and disinfect the battery charger cradle after every charging session.

Maintenance
 Every use: Visually inspect DU and RDU for damage before using.

 Every use: After every treatment, clean, then disinfect the RDU.

 Every use: After every treatment, clean, then disinfect the Tablet according to
manufacturer’s instructions.

 Every use: Check status of battery. Flashing LEDs on the Reusable indicates that the
battery is low. One flash every 3 seconds indicates at least 20-30 minutes of battery
left and constant flashing means less than 10 minutes of battery left. If the Reusable
does not turn on when the momentary activation button is pressed, and instead the
LEDs flash, the battery is depleted.

 Every 10 uses (or as needed): Charge Battery.

 As needed: Store the Tablet connected to its charger when not in use.
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 Calibration is not required.

 The equipment needs no recurrent service, testing, or maintenance to check and
maintain essential performance.

Approved Cleaning and Disinfection Procedures:

Warning and Cautions

Warning: Reusable requires regular cleaning and disinfection with the cleaners and
disinfectants specified in this manual to prevent cross-contamination.

Warning: When possible, immediately place used disposable in sharps container to
reduce exposure to contamination.

Warning: Bodily fluids and disinfectants are hazardous, wear personal protective
equipment

Warning: Do not immerse the reusable.

Warning: If the DU seal fails and the inside of the DU becomes contaminated with
blood, please return the RDU to us for evaluation.

Warning: Clean the reusable as soon as possible after the procedure to avoid fluids
drying on the device.

Warning: After cleaning, allow unit to dry, then disinfect so that disinfectant will not
be diluted

Warning: Follow the cleaning agents and disinfectant manufacturer’s directions.

Warning: Do not use cleaners and disinfectants beyond their expiration date.

Warning: Clean and disinfect after every patient and after charging.
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Preparation

Recommended Materials
 PPE

 Clean water

 Disposable task wipes for scrubbing, wiping, and drying (such as lint-free wipes,
paper towels or heavy-duty task wipes)

 Cleaning container

 Protective wrap or container for storing disinfected devices.

Specified Cleaning Solutions
 Enzymatic cleaner (such as MetriZyme® enzymatic detergent) prepared according to

manufacturer’s recommendations using water (no less than 23°C)

 Clean, potable water for rinsing

Specified Intermediate Level Disinfectant (ILD) solutions and pre-saturated
wipes

 Quaternary ammonium compounds and isopropyl alcohol in aqueous solution or
wipes saturated with the same

 Example: CaviCide®, CaviWipes®, Sani-Wipes®

 Nominally 0.25% n-Alkyl dimethyl benzyl ammonium chlorides and 10-20% isopropyl
alcohol in aqueous solution
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Cleaning Procedure:

1. Prepare detergent cleaning solution per manufactures’ recommendation.

2. Place reusable and charger on a clean surface, such as a metal surgical tray.

3. The device is not immersible. Wet a disposable task wipe with the detergent solution.
Using disposable task wipes, remove all gross visible soil from the contaminated
device. Discard each wipe as it becomes dirty. It is best to wipe and discard, using a
new disposable task wipe for each removal.

4. Once gross visible soil is removed, thoroughly spray detergent solution onto a
disposable task wipe. Apply wipe directly onto the areas to be cleaned. Allow device
to be saturated with solution to dissolve any remaining organic soil, loosen
attachment of bioburden, and thoroughly wet the device surface. Wet surface with
soaked wipes at least 2 minutes to ensure that soil is hydrated for easier removal. If
matter has dried on, continue to soak surface with new wet wipes until visibly clean.
Pay attention to mating surfaces.

5. Using detergent solution and disposable task wipes, manually scrub the instrument
until visible soil is removed—at least 2 minutes. Dispose of wipes as needed.

6. Rinse device by wiping with wipes moistened with warm tap water at (68° F -104° F) /
(20° C – 40° C)

7. Under normal office lighting, visually inspect the device to ensure soil has been
removed. If visible soil remains, clean the device again as directed above.

8. After device is visibly clean, dry completely with a clean task wipe.

9. Place clean device on a clean disposable task wipe.

10. Discard used wipes.

Disinfection procedure:
1. Confirm the reusable and charger are dry; if not, wipe with disposable task wipe until

dry.

2. Inspect surface for cleanliness. If not visibly clean, use a saturated wipe to preclean
the surface of any remaining debris. Discard wipe.

3. Use a saturated wipe to apply disinfectant to the surface of the device so that the
surface remains visibly wet for at least one minute.
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4. While disinfecting, thoroughly wipe seams and crevices.

5. Use a new wet wipe to vigorously rub the surface for one minute. Discard wipe.

6. Use a new wet wipe to rub the surface so that the surface remains visibly wet for 3
minutes. Repeated use of pre-saturated disinfectant wipes and disinfectant spray
may be required to ensure the surface remains visibly wet for 3 minutes at room
temperature (65F/18C).

7. Discard used wipes.

8. Allow to dry.

Disinfection and Cleaning Cycles
The device is designed to be cleaned and disinfected for its expected service life.

Storage
 Keep the DU (Disposable) in its original packaging until ready to use. Do not use the

DU past its expiration date. The expiration date is printed on the packaging in YYYY-
MM-DD format.

 Please refer to the storage conditions listed under the Environmental specifications
for proper storage of the RDU (Reusable) and TendoNova Tablet.

 Store the DU in standard storage conditions, between -20oC and 50oC, ambient
recommended.

 Keep the RDU on the charging dock until it is to be used. The RDU is not sterile and
should be kept in a cool dry location.

 Keep the optional Tablet connected to its charging cable until it is to be used. The
optional Tablet is not sterile and should be kept in a cool dry location.
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Troubleshooting

Problems Possible Causes/Solutions

The RDU does not fit inside the DU Make sure the RDU -Reusable and DU
Disposable are both facing the correct
direction; make sure there is no warping
or damage on either component

Tablet is unable to turn on or work
properly

Make sure the Tablet has enough battery
charge; make sure the Tablet is running
the latest edition of the firmware

Tablet cannot connect to the Ocelot TDS
1000 device

Check that the Ocelot TDS 1000 is active
and within range of the Tablet

Feedback data is not displayed on the
TendoNova App

Make sure the Ocelot TDS 1000 is
connected to the right Tablet; make sure
that there is nothing between the Ocelot
TDS 1000 and the Tablet that can interfere
with data transfer

Feedback data is dropped from RDU -
Reusable

Make sure there is nothing blocking the
signal between the Ocelot TDS 1000 and
the Tablet

Ocelot TDS 1000 LEDs do not light up Battery may not have enough charge; -

Assembled Ocelot TDS 1000 does not
respond to button inputs

Make sure the Ocelot TDS 1000
Disposable is properly pressed onto the
Reusable; the buttons line on the
Disposable line up with the buttons on
the Reusable.
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RDU - is not charging on the charging
dock

Make sure that the RDU is placed properly
on the charging dock; make sure that the
charging dock is plugged into a
compatible outlet

If your problem is not listed above, please contact TendoNova Corporation Customer Service at
877-203-0161 or email us at customerservice@tendonova.com

Technical Description
Specifications:

Essential Performance
The Risk Analysis has determined the Essential Performance for the Ocelot TDS-1000 as
listed below or as non-functional:

Parameter Characteristic

Speed 9,13,17,21,25 Hz
-15% /+25% accuracy

Force Delivered 6.5 N

Physical Characteristics:

Parameter Characteristic

Weight (Ocelot Reusable Drive Unit) 200 g

Length:
Ocelot Reusable Drive Unit
Ocelot Disposable Tool

15.00 cm
6.50 cm

Diameter:
Ocelot Reusable Drive Unit
Ocelot Disposable Tool Cutting Unit

6 cm
OD: 18 gauge / ID: 22 gauge

Supplied cables N/A
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Speed 9,13,17,21,25 Hz
-15% /+25% accuracy

Force Delivered At least 6.5 N

Cutting tool Travel Distance 2.5 +/-0.5 mm

Applied Part Type B applied part

Ingress IPX0

Method of sterilization- Disposable Ethylene Oxide

Cleaning and Disinfection RDU-non-sterile, clean and disinfect after each
patient
Charger- non-sterile, clean and disinfect after
each charge
DU-sterile single-use only

Suitability FOR OXYGEN RICH ENVIRONMENT
and FLAMMABLE ANESTHETICS

Not Suitable

Suitability for use with electrocautery surgical
equipment

Not Suitable

Protection from Electric shock Internally Powered

Isolation from Supply Mains Unplug power cord for charger from supply mains

Mode OF OPERATION Continuous operation

RDU Power Lithium Battery

Charger Input 120 V~, 60 Hz, 0.3 A

Charger Output 12V DC, 3A

Ocelot TDS 1000 Safety ANSI/AAMI 60601-1:2005/(R)2012 (Ed 3.1) and
ANSI/AAMI/IEC 60601-1-2:2014

Environmental Specifications
Ocelot TDS 1000, including Disposable Unit, may not meet the given performance
specifications if stored, transported, and used outside of the specified temperature and
humidity ranges:

Parameter Characteristic

Temperature: Operating 10 - 35oC (50 -104oF)
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Storage/Transport -20 to 50oC (-4 - 122oF)

Humidity: Operating 30 - 75 % Relative Humidity

Storage/Transport 10 - 95% Relative Humidity

Pressure: Operating 700 - 1060 hPa

Storage/Transport 500 - 1060 hPa

Wireless Specifications:
The Ocelot TDS 1000 uses Bluetooth Wireless Technology to communicate data to the
tablet. The Tablet cannot send data to the Ocelot TDS 1000.

Bluetooth wireless characteristics:
During treatment, the Ocelot TDS 1000 communicates wirelessly via Bluetooth radios.
Bluetooth uses a radio technology called frequency-hopping spread spectrum, which chops
up the data being sent and transmits parts of it on up to 40 frequency bands of 2 MHz each
in the range 2,402-2,483.5 GHz (allowing for guard bands). The Bluetooth module is BLE
with a maximum transmit power of 3 dBm. The Bluetooth set up and configuration is fully
automatic and does not require any user set up. If the patient goes out of range (typically
greater than 100 feet / 30 meters) there will be a visual alert.

The RDU and tablet shall have a Bluetooth connection to the tablet, dictated by BLE 4.2
protocol.

The Bluetooth characteristics of the Ocelot TDS 1000 are as follows:

FFC ID WAP2001
Radio Technology Bluetooth: Frequency-hopping spread spectrum
Bluetooth specification RDU V 4.2

Tablet V4.2
Bluetooth Class / Power Power range –18 dbm to +3 dbm

Rx Sensitivity LE 2M PHY: ≤-70 dBm
LE 1M PHY: ≤-70 dBm
LE Coded PHY (S=2): ≤-75 dBm
LE Coded PHY (S=8): ≤-82 dBm

RF frequencies 40 channels (2 MHz each; centered from 2.402
to 2.480 GHz) in the range 2,400-2,483.5 GHz

Communication Topologies Point-to-Point (including piconet)
Broadcast
Mesh
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Positioning Features Presence (Advertising)
Proximity (RSSI)
Direction (AoA/AoD)
Distance (Coming)

Data rate LE 2M PHY: 2 Mb/s
LE 1M PHY: 1 Mb/s
LE Coded PHY (S=2): 500 Kb/s
LE Coded PHY (S=8): 125 Kb/s

Distance Up to 100 feet / 30 meters line of sight
Alert LED on Ocelot TDS 1000
Pairing process Connect via App

Security Proprietary communication protocol between
Tablet and Ocelot TDS 1000. Bluetooth Low
Energy LE Legacy connections V4.0 & 4.1 - 2
phase TK/STK or V4.2 LE Secure Connections
Just Works

Ocelot TDS 1000 / Mobile Device Security:

 The Ocelot TDS 1000 communicates with the Tablet over Bluetooth® The Standard
with Bluetooth® protocol prohibiting the Ocelot TDS 1000 from communicating to
more than one Tablet at a time.

The Ocelot TDS 1000 only collects and transfers data while it is in operation during a
procedure while paired with a Tablet. No Personal Health Information is stored.

Bluetooth Environment Warnings:

CAUTION: Be sure to use in a location where visibility between the Ocelot TDS 1000
and connected Mobile Device is clear. Electromagnetic propagation is affected by
absorption and reflection from structures, objects, and people. If the distance between
the device and mobile device are farther than 30 meters apart or are separated by an
obstruction, they might not communicate, or the communication distance may be
shorter. To assess the electromagnetic environment, an electromagnetic site survey
should be considered.

CAUTION: TendoNova Corporation cannot accept liability for any damages incurred due
to impaired operation or data loss, etc. that occur through the improper use of this
product.
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Electromagnetic Interference
This device has been tested and found to comply with the limits for medical devices in
ANSI/AAMI/IEC 60601-1-2:2014. These limits are designed to provide reasonable protection
against harmful interference in a typical medical installation.

Caution: The presence of radio frequency transmitting equipment, including mobile
and portable equipment such as cell phones, and other sources of electrical noise
may disrupt the performance of this device. The Ocelot TDS 1000 System can radiate
radio frequency energy and, if not used in accordance with these instructions, may
cause harmful interference with other devices in the vicinity. Evidence of such
interference may be in the form of erratic readings, incorrect functionality, or loss of
operation. Should this occur, a site survey should be conducted to determine the
source of disruption and action taken to eliminate the source.

The following recommended procedures may be used to correct the interference:

• Turn equipment in the area “off” and “on” to identify the offending equipment

• Increase the separation between this device and any interfering equipment

• Reorient or relocate the offending device

• If additional assistance is required, contact manufacturer

Electromagnetic Environment Warnings:

CAUTION: Medical Electrical Equipment needs special precautions regarding EMC
and needs to be installed and put into service according to the EMC information
provided in this manual.

CAUTION: Portable and mobile RF communications equipment can affect Medical
Electrical Equipment.

CAUTION: Device must not be used adjacent to or stacked with other equipment. If
adjacent or stacked use is necessary, the device should be observed to verify normal
operation in the configuration in which it will be used.

CAUTION: The Device may be interfered with by other equipment, even if that other
equipment complies with CISPR emission requirements.
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CAUTION: Use of accessories and cables other than those specified, with exception
of parts sold by TendoNova Corporation as replacements for internal components,
may result in increased emissions or decreased immunity of the device.

CAUTION: The Device incorporates an RF transmitter and RF receiver that operate
within a frequency band of 2.400-2.483.5 GHz.

WARNING: No modification of this equipment is allowed.

Coexistence:
 Bluetooth® low-energy technology uses Frequency-Hopping Spread Spectrum

(FHSS) technology to achieve a robust and reliable transmission in ‘noisy’ RF
environments found in industrial and medical applications. FHSS also minimizes
interference from Bluetooth® technology to other wireless ISM band radio
technologies.

 Multiple Ocelot systems may be used simultaneously while adjacent to one another.

FCC Compliance:

 Intentional emitter

 US/ FCC part 15, Subpart C

 FCC ID: WAP2001

 Changes or modifications not expressly approved by the party responsible for
compliance could void the user's authority to operate the equipment.

 This device complies with Part 15 of the FCC rules. Operation is subject to the
following conditions: (1) this device may not cause harmful interference, and (2) this
device must accept any interferences received, including interference that may cause
undesired operation.
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Electromagnetic Interferences

The Ocelot TDS 1000 has been designed to minimize the impact of electromagnetic
interference from other electrical equipment and to minimize the interference caused to
other electrical equipment. The Ocelot TDS 1000 has been tested and found to comply with
the Medical Electrical Equipment - General Requirements for Safety-Collateral Standard:
Electromagnetic Compatibility, IEC 60601-1-2 2014, and FCC Part 15. Due to the growth of
equipment transmitting RF and other sources of electrical noise in the health-care
environment, it is possible that due to proximity or strength of the source of the
interference, degradation to the performance of the Ocelot TDS 1000 may result.

Source and Response associated with Electro Magnetic Interferences:

Source Response
RF interference interrupting the Bluetooth
transmission between the Ocelot TDS 1000
components

The Bluetooth communication interruptions will
create gaps on Data display on the Ocelot
Application

WARNING: The Ocelot TDS 1000 may be interfered with Radiofrequency
identification (RFID) systems. If an RFID system is operating near the Ocelot TDS 1000
and you experience poor data transmission, remove the RFID system, and check
again the data quality. If the presence of the RFID correlates with the poor
performance of the Ocelot TDS 1000, please report the issue to TendoNova customer
service.

WARNING: For Electromagnetic Compatibility, the Ocelot TDS 1000 has been tested
to IEC 60601-1-2.
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Electrostatic Discharge (ESD) precautions
ESD present on the Ocelot TDS 1000 could create artifacts. During the immunity testing
below the device may experience momentary disruption that will recover within 30 seconds.

Warning: precautionary measures should be taken to minimize the risk of damage to
the Ocelot TDS 1000.

Warning: The Ocelot TDS 1000 cannot be used or placed in a MR Environment. This
could result in serious injuries and death of patients and other individuals.

Warning: This equipment/system is intended for use by healthcare professionals
only. This equipment/ system may cause radio interference or may disrupt the
operation of nearby equipment. It may be necessary to take mitigation measures,
such as re-orienting or relocating the Ocelot TDS 1000 or shielding the location.

Warning: The EMISSIONS characteristics of this equipment make it suitable for use
in industrial areas and hospitals (CISPR 11 class A). If it is used in a residential
environment (for which CISPR 11 class B is normally required) this equipment might
not offer adequate protection to radio-frequency communication services. The user
might need to take mitigation measures, such as relocating or re- orienting the
equipment.

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 Ocelot TDS 1000, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this equipment
could result.”

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.

Warning: Use of this equipment adjacent to or stacked with other equipment
should be avoided because it could result in improper operation. If such use is
necessary, this equipment and the other equipment should be observed to verify
that they are operating normally.
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Guidance and manufacturer’s declaration – electromagnetic emissions

The Ocelot TDS 1000 is intended for use in the electromagnetic environment specified below. The
customer or the user of the Ocelot TDS 1000 should assure that it is used in such an environment.

Emissions test Compliance Electromagnetic environment – guidance

RF emissions
CISPR 11

Group 1
The Ocelot TDS 1000 uses RF energy to communicate
data between the Transmitter and the Base Unit. Its RF
emissions are low and are not likely to cause any
interference in nearby electronic equipment.

The Ocelot TDS 1000 is suitable for use in standard
hospital, office, and clinical settings. Relevant
exclusions include areas near active HF SURGICAL
EQUIPMENT, and the RF shielded room for magnetic
resonance imaging, or where the intensity of EM
DISTURBANCES is likely to be high such as near
Electrosurgical devices, Electrocautery devices,
Diathermy, X-ray, and Electromagnetic security systems
(i.e., Metal detectors and Electronic Article Surveillance
system (EAS or anti-theft).

Warning: This equipment/system is intended for use by
healthcare professionals only. This equipment/ system
may cause radio interference or may disrupt the
operation of nearby equipment. It may be necessary to
take mitigation measures, such as re-orienting or
relocating the Ocelot TDS 1000 or shielding the location.

RF emissions
CISPR 11

Class B

Harmonic emissions
IEC 61000-3-2

Class A

Voltage fluctuations
/ flicker emissions
IEC 61000-3-3

Complies

Guidance and manufacturer’s declaration – electromagnetic immunity

The Ocelot TDS 1000 is intended for use in the electromagnetic environment specified below. The
customer or the user of the Ocelot TDS 1000 should assure that it is used in such an environment.

IMMUNITY
test

IEC 60601 test
level

Compliance level
Electromagnetic environment –
guidance

Electrostatic
discharge
(ESD)
IEC 61000-4-
2

± 8 kV contact
± 15 kV air

± 8 kV contact
± 2, 4, 8, 15 kV air

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

Electrical fast
transient/burst
IEC 61000-4-
4

± 2 kV for power
supply lines

± 2 kV for power
supply lines

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

Surge IEC
61000-4-5

± 1 kV differential
mode

± 0.5, 1 kV
differential mode

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

Document Ref: YTBNJ-PGIQH-HSNXQ-YYVYR Page 40 of 61



Ocelot User Manual Page 39 of 59
OCEL-00-033-MAN_J, December 2022

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

<5 % UT (>95 % dip
in UT) for 0.5 cycle
40 % UT (60 % dip in
UT) for 5 cycles
70 % UT (30 % dip in
UT) for 25 cycles
<5 % UT (>95 % dip
in UT) for 5 s

<5 % UT (>95 % dip
in UT) for 0.5 cycle
40 % UT (60 % dip in
UT) for 5 cycles
70 % UT (30 % dip in
UT) for 25 cycles
<5 % UT (>95 % dip
in UT) for 5 s

Mains power quality should be that
of a typical commercial or hospital
environment. If the user of the
Ocelot TDS 1000 requires continued
operation during power mains
interruptions, it is recommended that
the Ocelot TDS 1000 be powered
from an uninterruptible power supply
or a battery.

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

30 A/m 30 A/m

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

NOTE: UT or UT is the a.c. mains voltage prior to application of the test level.

Guidance and manufacturer’s declaration – electromagnetic immunity

IMMUNITY
test

IEC 60601 TEST
LEVEL

Compliance level
Electromagnetic environment –
guidance

Portable and mobile RF
communications equipment should be
used no closer to any part of the Ocelot
TDS 1000, including cables, than the
recommended separation distance
calculated from the equation applicable
to the frequency of the transmitter.
Recommended separation distance

Conducted
RF
IEC 61000-4-
6

3 Vrms
6 Vrms (ISM
bands)

3 Vrms
6 Vrms (ISM bands)

d = 1.2 √ P 150 kHz to 80 MHz
d = 1.2 √ P 80 MHz to 800 MHz
d = 2.3 √ P 800 MHz to 2.5 GHz
where P is the maximum output power
rating of the transmitter in watts (W)
according to the transmitter
manufacturer and d is the
recommended separation distance in
meters (m).
Field strengths from fixed RF
transmitters, as determined by an

Radiated RF
IEC 61000-4-
3

3 V/m
80 MHz to 2.5
GHz

3 V/m
80 MHz to 2.5 GHz
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electromagnetic site survey a, should be
less than the compliance level in each
frequency range.b

Interference may occur in the vicinity of
equipment marked with the following
symbol:

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

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

a Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless)
telephones and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast
cannot be predicted theoretically with accuracy. To assess the electromagnetic environment due to
fixed RF transmitters, an electromagnetic site survey should be considered. If the measured field
strength in the location in which the Ocelot TDS 1000 is used exceeds the applicable RF compliance
level above, the Ocelot TDS 1000 should be observed to verify normal operation. If abnormal
performance is observed, additional measures may be necessary, such as re-orienting or relocating
the Ocelot TDS 1000.
b Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.

Recommended separation distances between portable and mobile
RF communications equipment and the Ocelot TDS 1000

The Ocelot TDS 1000 is intended for use in an electromagnetic environment in which radiated RF
disturbances are controlled. The customer or the user of the Ocelot TDS 1000 can help prevent
electromagnetic interference by maintaining a minimum distance between portable and mobile RF
communications equipment (transmitters) and the Ocelot TDS 1000 as recommended below,
according to the maximum output power of the communications equipment.

Rated maximum output
power of transmitter
(W)

Separation distance according to frequency of transmitter (m)

150 kHz to 80
MHz
d = 1.2 √ P

80 MHz to 800
MHz
d = 1.2 √ P

800 MHz to 2.5 GHz
d = 2.3 √ P

0.01 0.12 0.12 0.23

0.1 0.38 0.38 0.73

1 1.2 1.2 2.3

10 3.8 3.8 7.3

100 12 12 23
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For transmitters rated at a maximum output power not listed above, the recommended separation
distance d in meters (m) can be estimated using the equation applicable to the frequency of the
transmitter, where P is the maximum output power rating of the transmitter in watts (W) according to
the transmitter manufacturer.

NOTE 1: At 80 MHz and 800 MHz, the separation distance for the higher frequency range
applies.

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

Document Ref: YTBNJ-PGIQH-HSNXQ-YYVYR Page 43 of 61



Ocelot User Manual Page 42 of 59
OCEL-00-033-MAN_J, December 2022

Ocelot TDS 1000 was tested as below for radiated immunity.

Immunity Test Compliance Level Electromagnetic
Environment – Guidance

Conducted RF IEC 61000-4-
6
Radiated RF IEC 61000-4-3

3 Vrms 6 V rms in ISM and
amateur radio bands 3 V/m

Ocelot TDS 1000 is suitable
for the electromagnetic
environment of typical
commercial or hospital
settings.

Ocelot TDS 1000 was also tested for radiated immunity to RF wireless communication
equipment at the test levels below.
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Expected Service Life:
The Ocelot TDS 1000 has a useful life of 5 years, or 7500 minutes of use. A full charge of the
battery should normally last for 10 treatments under normal use conditions.

Accessory Shelf Life
 The DU (disposable unit) has a shelf life of at least 6 months. The expiration date is

printed on the packaging in YYYY-MM-DD format.

Product Disposal
 The disposable component of the Ocelot TDS 1000 should be disposed of according

to hospital guidelines for single-use sharps.

 The Ocelot TDS 1000 internal battery is a primary lithium battery. Consult your local
waste management authorities for instructions on disposal of devices containing
electronic waste and batteries.

 After use, this product should be considered a potential biohazard. Handle and
recycle in accordance with accepted medical practice and applicable local, state, and
federal regulations. Cutting tools should be disposed in sharps containers.

Responsibility of the Manufacturer
TendoNova Corporation is responsible for the effects on safety, reliability, and performance
if the device is used in accordance with these instructions for use. Persons authorized by
TendoNova Corporation must carry out device maintenance and the installation of the
device must comply with all appropriate regulations. All Ocelot TDS 1000 servicing must be
conducted by qualified service personnel only. All service inquiries should be directed to the
company.

Contact TendoNova customer.service@tendonova.com for product support.

Logos and Trademarks
The Bluetooth® word mark and logos are registered trademarks owned by Bluetooth SIG,
Inc., and any use of such marks by TendoNova is under license. Other trademarks and trade
names are those of their respective owners.
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Device Labels
RDU Device Label

Charger Device Label

TDS-1000 Case Exterior Label
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Power Supply
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Appendix A - Set-Up of Optional Tablet and
Application Instructions

Warning: Connection of the PEMS (programmable medical system) to an IT-
NETWORK that includes other equipment could result in previously unidentified
RISKS to PATIENTS, OPERATORS or third parties.

Warning: The RESPONSIBLE ORGANIZATION should identify, analyze, evaluate, and
control these RISKS.

NOTE: IEC 80001-1:2010 provides guidance for the RESPONSIBLE ORGANIZATION to
address these RISKS.

Warning: Subsequent changes to the IT-NETWORK could introduce new RISKS and
require additional analysis; including changes in the IT-network configuration,
connection of additional items to the IT-NETWORK, disconnecting items from the IT-
NETWORK, update of equipment connected to the IT-NETWORK, upgrade of
equipment connected to the IT-NETWORK.

Source tablet to meet specifications according to manufacturers prescribed models
numbers. Install virus protection, consider use of access codes on tablet to restrict access to
authorized personnel.

The application install file will be emailed to your mail application (installed on your tablet of
device) from TendoNova or your Dealer

.
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Open by clicking attachment on an Android Tablet and allow the installer to open
attachment with file extension, The application will install automatically
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Open application by pressing on the purple TendoNova Application Icon shown here in the
upper right

Connect/Pair Device

If the Ocelot is in sleep mode (all LEDs off), press any arrow button to bring it to active state.

Check battery status: Confirm charge by holding down both “Up” and “Down” buttons for 3
seconds to display the battery levels on the LEDs in increments of 20%. Full charge will
illuminate all LEDs.

if two or less bars, charge or select different device. If it is at less than one bar (blinking) it will
not activate.

To start the pairing, press and release the UP button, confirm the Bluetooth LED begins to flash.

On activated tablet screen, select TendoNova mobile application. The security screen will be
shown. The default passcode is 3050
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Enter the passcode (default is 3050) and Click Login

Click Begin Session to start a new procedure or View Session to review a prior procedure
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Use the Keyboard and the Dropdown menus to enter the Patient ID, the Treatment Location
and the Date of Onset.

Dropdown Menu select treatment location
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Once the information has been entered, click Next
(If this is a practice session, you can use the autofill feature by clicking the person icon and
selecting YES for Auto Pop Up Session).

The next screen allows you to connect your Ocelot to the application.

Select device by tapping on the number that corresponds to your device (found on the bottom
of the RDU case) to connect.

Observe the Bluetooth LED on the RDU becomes solid.
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Feedback Readings:

The feedback signal from the Ocelot TDS 1000 System will be displayed in a chart form, with
a running chart of the most recent 30 seconds of treatment, and a chart of the total
treatment performed so far.

App will begin to display information from the device.

Click End Session to stop recording data

You can then review or export the current of prior test sessions.

Software upgrade
Delete application and reinstall new version as above.
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Operating Instructions
Familiarize and follow Ocelot Mobile App Instructions for Use prior to setup and use.
Confirm battery level prior to use.

Operating Warnings and Cautions

Warning: Ensure that the introducer needle is not pressed against any non-
treatment tissue (especially bone) to minimize injury to the patient.

Warning: If the inside of the disposable unit fills with blood, return the RDU to
TendoNova for service.

Warning:When the RDU is powered during pre-use check, the actuator will move.
This creates a possible pinch hazard for glove material.

Warning:While in use the Franseen cutting unit oscillates back and forth inside the
hollow introducer needle. The moving cutting unit could injure operator and tear
gloves, thereby contaminating sterile field.

 Important: If the Ocelot becomes disconnected from the Tablet, an error message
will be displayed on the Tablet, and reconnection attempts will be made for 30s.

Pre-Treatment Preparation
1. Prepare Operating Suite.

a. Set up sterile field.

b. Patient drapes are present.

c. PPE is available.

d. Sharps container for DU disposal is present.

e. DU is present, inspected for package damage.

f. RDU is present and charged.

2. Prepare RDU.

a. Ideally, RDU is cleaned and disinfected prior to use and is ready to be used in the
operating suite. At that point, handle with gloves to maintain cleanliness. If taken
straight from the charger, it is necessary to clean and disinfect.

b. Inspect for damage.

Document Ref: YTBNJ-PGIQH-HSNXQ-YYVYR Page 56 of 61



Ocelot User Manual Page 55 of 59
OCEL-00-033-MAN_J, December 2022

c. Wake up RDU by pressing Momentary Power button. The LEDs indicating device
speed settings should light up.

d. Inspect Reusable battery level by holding down both “Up” and “Down” buttons
for 3 seconds. The LEDs indicating device speed settings should display battery
levels. Confirm battery is charged.

e. Press and hold the momentary activation button to ensure RDU is functioning.
The actuator should move in and out the Reusable.

3. Pair RDU with tablet and enter session data.

a. Open the App on the Tablet.

b. Connect with the RDU by selecting the Reusable on the Device Connection
Screen.

c. Enter session information into the App on the Session Information Screen.

d. Select treatment location and adjust options as needed.

e. Move to the Session Treatment Screen on the TendoNova Mobile App. The
feedback signal should be a flat line while the device is not in operation.

f. Secure the tablet in a location such that the operator can see the tablet clearly
while monitoring the ultrasound screen.

Conducting a Procedure using the App
1. Prepare patient.

2. Drape patient to cover skin leaving only the treatment insertion site uncovered.

3. Open disposable packaging and position Disposable Unit into the sterile field. Handle all
components using best sterile practices.

4. Assemble RDU and DU by press fitting components together until the locking
mechanism engages.
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Figure 9 Disposable Unit slides over Reusable Drive Unit

5. Disposable will latch and be secured by locking feature.

Figure 10 Disposable Unit latch locks onto the Reusable Drive Unit

6. The locking mechanism will click when the reusable and disposable are properly
assembled.

7. Position patient to ensure easy access to treatment location.
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8. Remove cutting tool cover and adjust introducer needle bevel position as needed (see
below)

9. Ensure that the luer connection is tightly secured to the cutting tool cover.

10. Guide the device to the appropriate treatment location.

ADJUSTING NEEDLE BEVEL ANGLE IF NEEDED: The insertion needle bevel orientation can
be changed as needed by loosening the slip fit luer connecting the introducer needle to the
disposable body. To do so, remove the luer sufficiently to allow the luer to rotate and then,
once the desired bevel orientation is achieved, slide firmly up the disposable body
reestablishing the slip fit connection in the desired orientation. Alternatively, a stab incision
can be made to pierce the skin rather than using the introducer needle. If the introducer
needle is going to be used to pierce the skin, bevel should be oriented to face up toward the
speed control side as shown below.
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11. Press and hold the momentary activation button to begin debridement of tissue. [If you
are using the optional app, the feedback graph should change to display information
from the device.] Use arrow buttons to increase and decrease speed. The speed cannot
be adjusted while the cutting action of the device is activated.

12. Upon completion of the treatment, the operator may either

a. twist to disengage the detachable luer from the body of the disposable and
withdraw the disposable with cutting needle leaving the introducer needle in
the treatment location to facilitate barbotage or lavage, or

b. withdraw the complete disposable from the treatment location, then

13. Place the Ocelot TDS 1000 down on flat surface within the sterile field.

14. Once the procedure is completed, end session. The Tablet can be turned off to
disconnect from the Ocelot TDS 1000.

15. Dispose of the DU. To disassemble, push on the tab to release the locking mechanism
between the RDU and the DU and pull the two apart. Place DU and detached luer, if
applicable, into a biohazardous sharps container.

Post Procedure Session

7. Clean and disinfect according to procedure.

8. Check the charge. If battery charge is 20% or one bar, charge it. It should last for one
week of use (10 procedures) on one full charge.

9. Charge if needed. Full charge is reached in 24 hours.

10. If it does not need to be charged, wrap /protect the disinfected RDU for the next
treatment session.

11. Clean and disinfect the Tablet according to manufacturers’ directions after every
treatment session.

12. Clean and disinfect the battery charger cradle after every charging session.

Supplier Sourced Parts (For Use of Optional App only)

Document Ref: YTBNJ-PGIQH-HSNXQ-YYVYR Page 60 of 61



Ocelot User Manual Page 59 of 59
OCEL-00-033-MAN_J, December 2022

Model Number Description

STM-T290 Samsung Galaxy
Tab A or equivalent

Android Tablet with no modifications, Wi-Fi,
and Bluetooth compatible, Android OS 9.0 or
later,2019 or later, 32 GB internal storage IEC
61960 compliant battery rated 5000mA.
Touchscreen 8” or larger with internet and mail
capability for application loading.

Supplier Wi-Fi network (For use of Optional App Only)
Provides connectivity for data transfer to Cloud Storage

Follow instructions in the Tablet user manual to connect to Wi-Fi for file upload.

 Connectivity and Configuration Wi-Fi Standards 802.11a/b/g/n/ac
 Security: WEP, WPA, WPA2
 Information Flow: Connection protocols and one way encrypted binary data from

the tablet to the cloud.
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