




Indications for Use

5 10(k) Number (if known): i0 6 A4I (
Device Name: Adiustable Multi-Catheter Source Applicator

Indications for Use:

The Adjustable Multi-Catheter Source Applicator is intended to provide brachytherapy
when the physician chooses to deliver intracavitary radiation to the surgical margins
following lumpectomy of breast cancer.

Prescription Use X 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 Reproddictive, Abdominal.
and Radiological Devices
510(k) Number

Page I of 1

Page 12 of 35


