TRAUMA(GJUARD

MRI Specifications

TraumaGuard Intra-Abdominal Pressure Sensing System Material List:

o Silicone
o Polyurethane
J Various glues
. Thermistor made of brass
. Molex pins made of brass
. ABS plastic in connectors
. Polyimide

Polyimide

Sentinel uses polyimide in the inner balloon to sense the abdominal pressure while using the
catheter.

Metals
Sentinel uses a copper wire in the thermistor.

Thermistor 7/3 brass connector

Thermistor Wires Copper wire
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To Whom is may concern,

TraumaGuard has recently completed MRI safety testing and cleared 510K with the FDA. This letter is intended to notify
that 510K K240057 cleared TraumaGuard product manufactured as of 04/17/2024 is MRI Conditional.

MRI Safety Information

Non-clinical testing has demonstrated the Sentinel TraumaGuard Intra-abdominal Pressure Sensing Catheter as MR Conditional. A patient
with this device can be safely scanned in an MR system meeting the following conditions. Failure to follow these conditions may result in
injury.

MRI Safety Information
A patient with the Sentinel Medical Technologies TraumaGuard Catheter may be safely scanned under
the following conditions when the catheter is disconnected from the monitoring system.
Precautions should be taken to ensure that the metal pins at the hub of the catheter do not contact the
patient. Failure to follow these conditions may result in injury to the patient

Name/Identification of device Trauma Guard Catheter

15Tor3T

Nominal value(s) of Static Magnetic Field [T]

Maximum Spatial Field Gradient [T/m and

gauss/cm] 24 T/m (2400 gauss/cm)
RF Excitation Circularly Polarized (CP)
L Whole body transmit coil, no restriction on local RF transmit-
RF Transmit Coil Type . .
receive coils
Maximum Whole Body SAR [W/kg] 2.0 W/kg (Normal Operating Mode)
2.0 W/kg whole body average SAR for 1 hour of continuous
Limits on Scan Duration RF (a sequence or back-to-back series/scan without
breaks)
MR Image Artifact The presence of this implant may produce an image artifact of 18 mm.

If information about a specific parameter is not included, there are no conditions associated with that parameter.

WARNINGS:
Cable is not MRI compatible and interference with imaging equipment may occur.

Disconnect reusable TG Cable from TG Catheter for MRI. The TG Cable is not MR safe so remove TG Cable before MRI.

This product should never be connected to the monitor or connected to a cable during an MRI procedure. Failure to follow this guideline may result
in serious injury to the patient.

Should you have any questions about utilizing TraumaGuard in MRI please don’t hesitate to contact Jackelyn Rodriguez
at Jrodriguez@sentinelmedtech.com

Sincerely,

Dr Timothy McKinney
Medical Director

50 N Laura St, Ste 2500 info@sentinelmedtech.com
Jacksonville, FL 32202 1.800.579.4910
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