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RPM Respiratory Gating System

The following information is provided following the format of 21 CFR 807.92.

Submitter's Name:

Proprietary Name:

Classification Name:

Common/Usual Name:

Predicate Devices:

pevjce PescriptiQn;

Statement of Intended Use

.Statement of Indications for Use;

Varian Medical Systems, Inc.
3100 Hansen Way e-ilO
Palo Alto, CA 94304

Contact Name: VyTran
Phone: 650/424.5731
Fax: 650/842.5040
Date: 14 July 2010

RPM Respiratory Gating System

Medical charged-particle radiation therapy system
21 CFR 892.5050, Class II
Product Code: IYE.LHN

RPM Respiratory Gating System

RPM Respiratory Gating System (K063270)

The Varian RPM Respiratory Gating is an attachment to radiation
therapy treatment systems such as conventional linear
accelerators, proton therapy systems, radiation therapy simulators
and image acquisition devices used for diagnostics and radiation
therapy. The RPMdevice is to be used to characterize the patient's
respiratory motion information to synchronize their operation with
the respiratory motion..The imaging devices either trigger the
image acquisition based on the signal received from RPM, or they
use respiratory motion signal to trigger beam-hold and limit the
beam-on time to those points in the respiratory cycle where the
target volume is within acceptable motion limits. The RPM device
can also be used to monitor the patient's position during the image
acquisition and treatment therapy process.

The RPM Respiratory Gating System is used to obtain tracking of the
subject respiratory pattern for respiratory synchronized image
acquisition and radiation therapy treatment. It can also be used to
monitor the patient position during image acquisition, simulation and
treatment

The RPM Respiratory Gating System is used to obtain tracking of the
subject respiratory pattern for respiratory synchronized image
acquisition and radiation therapy treatment It can also be used to
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