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5. 510(K) SUMMARY

Prepared date April 20, 2007

510(k) owner SenoRx, Inc.
11 Columbia
Aliso Viejo, CA 92656
P. 949.362.4800 F. 949.362.3200

Contact person Eben Gordon

Device name SenoRad Multi-Lumen Balloon Source Applicator for
Brachytherapy

Common name Multi-lumen balloon source applicator

Classification name Remote controlled radionuclide source applicator

CFR classification 21 CFR 892.5700 90 JAQ

Predicate device Adjustable Multi-Catheter Source Applicator (K062241)
MammoSite Radiation Therapy System (K041929)

Decision date 11/9/2006 (K062241)
8/26/2004 (K041929)

Device description The SenoRad applicator consists of a multi-lumen catheter
connected to an inflatable spherical balloon that can be attached
to commercially available High Dose Rate remote afterloader
equipment for passage of the radiation source delivery wire.
Five radiation source wire lumens are provided; one central
lumen located along the long axis of the applicator and four
curved lumens symmetrically offset from the central lumen. The
balloon is inflated to a 4 or 5 cm spherical shape by a controlled
volume injection of physiological saline to approximately 32 or
55 ml, respectively.

Indications for use The SenoRad Multi-Lumen Balloon Source Applicator for
Brachytherapy is intended to provide brachytherapy when the
physician chooses to deliver intracavitary radiation to the
surgical margins following lumpectomy for breast cancer.

Summary of substantial equivalence Extensive preclinical testing was conducted to evaluate and
characterize the performance of the SenoRad Multi-Lumen
Balloon Source Applicator. Preclinical studies conducted
included in vitro laboratory studies to demonstrate that the
SenoRad applicator performed as intended under simulated use
conditions. Biocompatibility testing was performed to
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demonstrate that the materials meet ISO 10993-1 requirements.
The dosimetry of the SenoRad applicator was characterized.
Based on these findings, it was concluded that the SenoRad
applicator could deliver an equivalent radiation dose as the
current brachytherapy applicators.

The SenoRad applicator has the following similarities to the
previously cleared predicate devices: same indications for use;
same intended use; same intended treatment site; same operating
principle; same technological characteristics; equivalent
dosimetric characteristics; and same sterilization method. The
materials of construction vary in a manner that has no impact on
device safety.

In summary, the SenoRad Multi-Lumen Balloon Source
Applicator as described in this submission is substantially
equivalent to the predicate devices.
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4. INDICATIONS FOR USE

510(k)Number(ifknown): 1C07jt :-

Device Name: __ SenoRad Multi-Lumen Balloon Source Applicator for Brachytherapy __

Indications for Use:

The SenoRad Multi-Lumen Balloon Source Applicator for Brachytherapy is intended to provide
brachytherapy when the physician chooses to deliver intracavitary radiation to the surgical margins
following lumpectomy for breast cancer.

Prescription Use X AND/OR Over the Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)
…...............................................................................................................................

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off '.'
Division of Reprod uctive, Abdominal, and Page __ of
Radiological Devices
510(k) Number ¾b1 IO.Qq
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