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Predicate Device(s): K &

Sicel Technologies, Inc.
K052118
DVS, Dose Verification System

Device Description:

The DVS, Dose Verification System consists of four sub-systems: the DVS
Implantable Dosimeter for measuring radiation dose in vivo, the DVS Insertion
Tool for implanting the dosimeter during percutaneous procedures, the DVS
Reader System (Wand and Base Station) for powering the dosimeter and
providing a user interface when taking dose measurements, and the DVS Data
System (Plan and Review Software and Dosimetery Database) for storing and
reporting patient data and for storing dosimeter information. The dosimeters use
a MOSFET, Metal Oxide Semiconductor Field Effect Transistor, as a sensing
mechanism. The dosimeter is factory calibrated and powered by the Reader
Wand utilizing electromagnetic energy. The dosimeter contains a transmitter, to
transmit threshold voltage readings to the reader. It is radioopaque and thus
registers on computed tomography scans as a point of interest whereby a point
dose may be determined. Patients are implanted prior to radiotherapy.
Information on the patient's therapy, dose planning, point dose at the dosimeter,
dosimeter serial number and calibration files are entered into the Plan and
Review software and stored in the Dosimetry Database. At each therapy fraction
the dosimeter is read pre- and post-therapy using the Reader Wand and Base
Station. This translates into a daily fractional dose. The patient's daily and
cumulative dose may be reviewed via the Plan and Review software. Because
the Plan and Review software and Dosimetry Database are designed to be
stored on a server, multiple users may be logged into the system at any one
time. Reports on the patient's daily and cumulative dose history may be printed
using the Plan and Review software.

Indication for Use:

The DVS (Dose Verification System) is intended for use in radiation therapy to
verify treatment planning and radiation dose to tissue and organs in or near the
irradiated areas of a patient.

The DVS system is specifically indicated for breast and prostate cancer to
measure photon beam therapy and as an adjunct to treatment planning to permit
measurement of the in vivo radiation dose received at the tumor periphery, tumor
bed and/or surrounding normal tissues for validation of the prescribed dose.
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Comparison with Predicate Device: .'" (' 05/

The intended use of this SICEL DVS is identical to the predicate device, the DVS
Dose Verification System.

The indications for use of the SICEL DVS also are the same as the predicate
device except for the additional indication for prostate cancer.

The technological features of the SICEL DVS are the same as the predicate
including the use of MOSFET technology, the calibration method, dose range,
energy sources measured, and dose management software.
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