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4. 510(k) Summnary of Safety and Effectiveness

Device Name: BioLucent Applicator

Device Model Number: RTK-006
RTK-008
RTK-010

Classification Name: Remote Controlled Radionuclide Applicator System
(JAQ),
21 CFR, 892.5700

Device Classification: Class II

Predicate devices: BioLucent Applicator (K(062830, K(061241)
Wright Vaginal Cuff Applicator (1K980601)
Comfort Catheters (1(032372)
Shielded Rectal Applicator Set (K(033371)

Manufacturer: BioLucent, Inc.
6 Journey, Suite 325
Aliso Viejo, CA 92656

Establishment Registration
Number: 2032338

Official Contact: Dave Campbell
BioLucent, Inc.
6 Journey, Suite 325
Aliso Viejo, CA 92656
Phone: (949) 349-1380 (xI28

Intended Use:
The BioLucent Applicator is intended for use as an accessory to commercially available
remote afterloading equipment used during brachytherapy procedures. The multiple
lumens of the BioLucent Applicator are intended to provide pathways from which a
prescribed radiation dose is delivered to the treatment area.
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Device Description:
The BioLucent Applicator is an expandable cylindrical device with radially positioned
catheters, which is inserted into the target volume. The BioLucent Applicator is provided
sterile and is a single use device.

Technological Characteristics Summary
The BioLucent Applicator is equivalent to the predicate devices, with the same principles
of operation and overall technological characteristics.

Performance Data Summary
Performance testing was conducted on the BioLucent Applicator to demonstrate the
integrity, suitability and substantial equivalence of the device.

Conclusion:
Upon reviewing the safety and efficacy information provided in this submission and
comparing intended use, principle of operation and overall technological characteristics,
the BioLucent Applicator is determined to be substantially equivalent to existing legally
marketed devices
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3. Indications for Use Statement

INDICATIONS FOR USE STATEMENT

510(k) Number (if known): K ) 7

Device Name:

BioLucent Applicator Kit

Indications for Use:

The BioLucent Applicator Kit is intended for use as an accessory to commercially
available remote afterloading equipment used during brachytherapy procedures. The
multiple lumens of the BioLucent Applicator are intended to provide pathways from
which a prescribed radiation dose is delivered to the treatment area.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER
PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use

(Per 21 CFR 801.109 (Optional Format 1-2-96)

(I VjiKSl.O
(Division :gign-Off)o
Division of Reproductive, Abdor$inal,
and Radiological Devices

510(k) Number 2:0G2 6
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