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m VECTR - Video Endoscopic Carpal Tunnel Release System
e Instructions for Use

Caution: Federal (US) Law Restricts this device to sale by or on the order of a physician

Device Description

The Rafael Medical Devices VECTR Video Endoscopic Carpal Tunnel Release System is an all-in-one,
single-use, disposable, endoscopic system consisting of a camera sensor, blade mechanism and video
processing (VPU) tablet. The handpiece incorporates a camera to produce video which is processed and
displayed on the VPU tablet. The handpiece connects via wire to the 10” VPU display tablet. Integrated LED
lighting eliminates the need for a separate light source.
The VECTR handpiece includes the endoscopy unit with the embedded blade, camera and LED light source,
video processing tablet and power cords.
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Figure 1: VECTR Handpiece

Indications for Use
The VECTR System is indicated for use in minimally invasive ligament
or fascia release:

. Carpal tunnel release in the wrist
. Cubital tunnel release in the elbow

Contraindications
Surgeons should follow contraindications related to open carpal tunnel release. For VECTR patients the
following are contraindications:

. History of prior open carpal tunnel release which may distort anatomy

. Suspected space occupying lesions in the wrist or any other suspected anatomical abnormalities
. Rheumatoid arthritis and/or tenosynovitis of the flexor tendons which may limit visualization

. Patients with especially stiff wrists
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Warnings

. Do not use VECTR handpiece if product sterility is compromised. Do not use if handling causes device to

become non-sterile or if packaging has been damaged.

Do not reuse VECTR handpiece. The VECTR handpiece is single-use only.

Do not re-sterilize.

Use standard sterile product handling techniques.

Take precautions with the sharp blade tip of the VECTR handpiece.

Reusable VPU tablet is not sterile.

Do not dispose of VECTR handpiece without first disconnecting from VPU tablet. Dispose of handpiece in

a sharps container.

. Do not attempt to modify or disassemble the VECTR handpiece, VPU tablet or any other component.
Doing so may damage the device or create a safety hazard. Consult tablet user manual for further
information and safety practices.

. Do not stare directly at the LED light source or point it directly at anyone’s eyes while illumination is
active.

. Active LED’s at the distal tip can produce heat. This heat has been verified not to exceed 41°C during
normal use.

° If the camera or LED become non-functional ensure blade is retracted, remove device and continue
procedure with a new device.

° If the blade becomes non-functional ensure blade is retracted, remove device and continue procedure
with a new device.

° If the tablet becomes non-functional ensure blade is retracted, remove device and follow
troubleshooting instructions in the tablet manual.

Precautions

. Prior to use inspect packaging and equipment for signs of damage or tampering. Do not use if damaged.
Do not submerge or allow liquids to enter the body of the VECTR handpiece.

Ensure the switch is fully extended in the locked position prior to use.

Ensure the switch is fully extended in the blade position before making a cut.
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Figure 2: VPU Tablet



Instructions for Use
The VECTR device is to be used by trained physicians in a surgical environment.

A. Patient Preparation

1.

Prepare the patient using standard techniques. It is suggested to place a small sterile towel or
bump under the dorsum of the wrist to facilitate initial placement of the VECTR handpiece
into the proximal portion of the carpal tunnel.

B. Preparation & Installation of Video Processing Tablet

1.

Place the video processing tablet in a location no more than 5 feet away from the wired
camera unit for the duration of the procedure. Ensure wires are clear of any walking path to
minimize risk of tripping.

Connect the barrel connector of the AC power supply to the power supply port on the VPU
tablet.

Insert the connector from the VECTR Handpiece to the socket on the VPU display tablet. Verify
camera orientation and the image is live. If not, replace with new VECTR handpiece. See user
manual for VPU tablet for further information.

Power on VPU tablet via the power button on the top left of the device.

Log into the tablet using the provided Username and Password.

Check the VPU tablet display to confirm that the image is clear and uninterrupted. If needed,
white balance and brightness of the screen can be adjusted via buttons on the top of the VPU
tablet.

If the signal is blurry, ensure that there is no dust or other particulate matter blocking the
camera lens. Wipe it with a sterile lint-free cloth if the image is obstructed.

If needed the LEDs on the handpiece can be adjusted using on screen buttons.

C. Preparation & Use of VECTR Handpiece
Once the VPU tablet and VECTR Handpiece have been successfully set up, the system may be used
to provide visualization for minimally invasive endoscopic and arthroscopic surgical procedures.
Ensure the blade is fully retracted prior to insertion. Inspect the insertion portion of the VECTR
handpiece for any sharp edges. Do not use if sharp edges are present.

1. The blade is deployed via the slide switch on the side by pushing inward and forward on the
switch. The switch will remain pushed-in until the blade is fully deployed and the switch
extends back out. To retract the blade push in on the switch and slide backward until the
blade is fully retracted.

2. WARNING: Extra care must be taken when handling the VECTR Handpiece. The blade is sharp.

3. When the blade is not being actively used for surgical operation, the switch must be pulled
backwards to prevent accidently harm to the user or patient.

4.  Once the procedure has concluded, pull the switch the switch backwards to retract the blade.
Press the On/Off button on the VPU tablet and confirm to shut down the system. Disconnect
the connector the VPU tablet.

D. Disposal
1.  Properly dispose of the VECTR Handpiece in a sharps container. Warning: Do NOT reuse the

VECTR Handpiece. The handpiece is NOT re-sterilizable.



Packaging, Storage and Operation

The VECTR Handpiece has been sterilized using an Ethylene Oxide sterilization process. Do not re-sterilize. Use
the VECTR system prior to the “Use By” date specified on the package. Do not use if package is opened or
damaged. There are no special storage requirements. The VPU tablet is reusable after disinfection between
procedures. To clean the video processing tablet, wipe it down with a disinfecting wipe. The unit and
components may be stored at: 0°-50°C, 0-95%RH, 80kPa-105kPa. The unit and components may be operated
at: 15°-27°C, 0-95%RH, 80kPa-105kPa. No parts are intended to be serviced or maintained while in use.

Warranty and Repair Service

Rafael Medical Devices, LLC warrants for a period of two (2) years following ORIGINAL purchase DATE of the product that the product will be free
from defects in material and workmanship. Within the warranty period, upon receipt of Customer’s prior written notice, Rafael Medical Devices LLC
may, AT ITS OPTION, either repair or replace defective parts/products at no charge to Customer. This warranty is void in the event of abuse, misuse,
or use in other than a normal surgical environment, or in the event of disassembly, alteration, or repair of the product by a non-authorized agent, or
in the event that the product has not been used in a reasonable manner in compliance with the written instructions furnished by Rafael Medical
Devices, LLC.

Rafael Medical Devices, LLC excludes all other warranties, whether expressed or implied, by operation of law or otherwise including, but not limited
to, any implied warranties of merchantability or fitness since handling and storage as well as other factors relating to the patient, diagnosis,
treatment, medical procedures, and other matters beyond Rafael Medical Devices control directly affect the device and the results obtained from its
use.

Manufacturer Tel: (973) 381-0411
Rafael Medical Devices, LLC info@rafaelmedicaldevices.com
520 Broad Street https://www.rafaelmedicaldevices.com

Newark, NJ 07102
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