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%iTClamp 50

DESCRIPTION: The iTClamp™50
quickly controls critical bleeding by
closing the skin to create a temporary,
contained hematoma until surgical
repair. The iTClamp50 is a self-locking
surgical clamp with suture needles
that penetrate the skin to evert the
skin edges between pressure bars
of the device and anchor it to the
skin to reduce slippage and leakage.
Pressure is evenly distributed across
the bars, which seal the skin over

a wound. An adjustable locking
mechanism increases or decreases
pressure across the wound to
achieve a fluid tight seal.




INDICATIONS FOR USE:

The iTClamp™50 device is a trauma
clamp device for the temporary control
of severe bleeding in the extremities,
axilla and inguinal areas.

CONTRAINDICATIONS FOR USE: A
The iTClamp50 is contraindicated
where skin approximation cannot be
obtained (for example, large skin
defects under high tension).

Caution: Federal (USA) law restricts this
device to sale by order of a physician.

WARNINGS: A

¢ This device is intended for
temporary use only; use beyond
three hours has not been studied.

¢ Patients must be seen promptly
by medical personnel for device
removal and surgical wound closure.

* Only use device as directed to avoid
needle stick injury.

* Do not use where delicate structures
are near the skin surface, within 10mm,
such as the orbits of the eye.

* Will not control hemorrhage in
non-compressible sites, such as
the abdominal and chest cavities.

-

* Ensure personal protective equipment
is utilized to protect against potential
splashing of blood during application.

ONLY

PRECAUTIONS: A

¢ Single-use, disposable device; not
for reuse. Re-use of device may
cause cross contamination, leading
to patient risk and complication(s).

¢ iTClamp™50 is provided sterile
(sterilized by EtO). Do not use if
sterility seal has been tampered
with or packaging is damaged.

* Not compatible with Magnetic
Resonance Imaging (MRI) procedures.

¢ Dispose of the device in

accordance with local guidelines
for biohazard sharps.

¢ The device and/or component(s)
are not made from natural rubber,
latex free.
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DIRECTIONS FOR USE:

The iTClamp™50 controls bleeding
by sealing the skin closed to create a
temporary pool of blood (hematoma)
under pressure. This permits formation
of a stable clot until surgical repair
can be obtained.

EACH iTCLAMP50 IMMEDIATE
PACKAGE CONTAINS ONLY:

e 1iTClamp50 (P/N 9100)

* 1 Device Casing

EACH iTCLAMP50 INTERMEDIATE
PACKAGE CONTAINS:

* 10 iTClamp50s (P/N 9100)

* 10 Device Casings

¢ 1 Directions for Use (P/N 8100)

Release
Buttons

Pressure
Bar Suture
Needle

IMPORTANT:

1. Application of iTClamp™50 should
only be performed by personnel
trained and experienced with use
and handling of the device.

2. Personnel using iTClamp50 device
should read package insert and
corresponding product information
and Directions for Use prior to
using the product.

3. Follow local protocol regarding
wound packing.

4. Training sessions, demo
applications, training materials
and additional documentation for
use of device can be obtained by
contacting a distributor, iTraumaCare
representative, or through the
iTraumaCare web site,
iTraumaCare.com.




APPLICATION 6.Press the arms of device together

(One-handed operation): to close the device. Device seal will

1. Open the package by pulling break with pressure, allowing device
forward on the outer tabs. to close (fig 3).

2. Remove the device from the Squeeze ...,

package by liting up, taking care LA

not to close the device until it has =\ S “— Device Seal

been applied to the wound. y UV FIGURE 3
NOTE: Device seal will hold device 7.Ensure the entire wound is sealed
open until broken. (fig 1) and bleeding stops (fig 4).

3. If the device has inadvertently
closed, push the side buttons
inward with one hand, and pull the

device open with the other hand. FIGURE 4
4. Locate the wound edges (fig 1). 8.A gauze or compression wrap can
C be placed around the device on the
Device Seal wound to protect the device and
increase pressure on the wound to
FIGURE 1 limit hematoma expansion.
5. Align the device parallel to the NOTE: More than one device may
length of wound edge. Position the be required.
needles about 1-2 cm (0.5-1 in.) from
the wound edge on either side (fig 2). IF BLEEDING CONTINUES:
~ a. If bleeding continues while the device
\( is in the correct position, close the

\ device more firmly by applying further

| FIGURE 2 ’ pressure to the arms of the device. '




b. If bleeding continues because the
wound is too large, apply a second
device to the open section.

c. If bleeding continues because the
device is not positioned correctly,
remove the device according to
instructions and reapply.

REMOVAL FROM SKIN

(Two-handed operation):

1. Holding the device by the arms,
press the device closed (fig 5).

Squeeze

FIGURE 5

2. While maintaining pressure on the
arms, press the release buttons
with your other hand (fig 6).

Push in
both hands

FIGURE 6
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3. While pressing the release buttons,
pull the arms to open the device and
rotate the needles out of the wound
(fig 7 and 8).

N Draw apart

—

FIGURE 7 FIGURE 8

4. Dispose of the device in
accordance with local guidelines
for biohazard sharps. &

NOTES: This device is intended for
temporary use only. Patients must be
seen promptly by medical personnel
for device removal and surgical wound
closure. If the device is being removed
for readjustment purposes only, it is
ready to reapply at this point.
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Manufactured and Distributed by:
Innovative Trauma Care Inc. (iTraumaCare)
3463 Magic Drive, Suite 120

San Antonio, Texas USA 78229

Phone: 210.582.5850

Fax: 210.582.5851

EMERGENCY NUMBER:
+1.855.774.4526

For further assistance, contact your
local iTraumaCare representative:
iTraumaCare.com
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