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New Device Name:

Trade/Proprietary Name: Vaginal CT/MR Multi Channel Applicator Set
Common/Usual Name: Gynecological Brachytherapy applicator
Classification Name: Remote controlled radionuclide applicator system accessory
Classification: 210fr892.5700 Class 11

Legally Marketed Device(s)
Our device is substantially equivalent to the legally marketed predicate device cited in the table
below:

1ManufacturerI Device 510(k)0
Nucletron BV Miami Vaginal Applicator Set K(953946

Description:
The Vaginal CT/MR Multi Channel Applicator Set is a modification of the Miami Vaginal
Applicator Set. It is intended for gynecologic brachytherapy of the vagina, cervix and
endometrium. The applicator consists of a central channel and surface channels, which are
equally spaced around the surface of the cylinder.



The vaginal cylinder is several sizes, each diameter with a specified number of surface
channels. The surface channels follow the shape of the cylinder's dome. By selectively and
individually loading these channels, the dose can be directed laterally and sculpted to the
required shape, for instance for treatment of asymmetrically located tumors.

The Vaginal CT/MR Multi Channel Applicator Set can be used in combination with X-ray, CT
and MRI. Markers for the treatment channels are available to assist in visualization of the
source path on the acquired images.

The devices are used as accessories to Nucletron afterloaders.

Intended use:

The Vaginal CT/MR Multi Channel Applicator Set is intended for gynecologic Brachytherapy
treatment of the vagina, cervix and endometrium.

Summary of technological considerations:
Intended use, operating principle, design, performance and technological characteristics of the
modified device are the same as or similar to the legally marketed device. The modified device
can be used with CT and MR[ through use of other materials. Some parts of the modified device
are single use.

Summary at testing:
Validation of sterilization processes and biocompatibility is provided. Bench testing shows that
the device meets its performance requirements, and that the device performance is equivalent
to the Miami Vaginal Applicator Set.

Conclusion:

Nucletron considers the Vaginal CT/MR Multi Channel Applicator Set to be substantially
equivalent to legally marketed predicate device through the data and information presented. No
safety or effectiveness issues were identified:
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Re: K I11973
irade/Dev ice Name: Vaginal CT/NlR N'l LIIti Channel App! ieator- Set
Reglation Number: 21 CU-R 892.5700
Regulation Name: Remote contralle Ie(!adi0-nu I ide applicator S\ Steml
Reguldatorv Class: 11
ProdcIIt Code: JA Q
Dated: AtIUSt 30, 2011
Received: AtILcust 3 1, 2011

Dear MIr. Patui:

We have reviewed \va rw Section 510(k) preinarket notification of intent to market the device
referenced above and have determinedC the device is substantially equivalent (fbr the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce priior to NI ay 28. 1 976, the enlactmlent date oF the tMedical Device Amendments, or to
devices that have been reelassiifled in accor~dance with thie pro visions of the Federal Food, Drug.'
and Cosmetic Act (Act) that do not requ ic' approval of a prernarket approval application (PIMA).
You may. therefore. mnarket the device. Subject to the general controls provisions of the Act. The
general controls provisions of the Act inCitidc reqtiirementIs ftor annual registration, listin.- of'
devices, good manitetur"ing1111 practice, labeling, and prohibitions against misbranding and
adulteration.

If you1.r device is classified (see above) into class It (Special Controls), it may be subject to stuch
additional contraoIs. Existing maj or regulations affectin Zyour (device can be fbu-nd in Title 2 I,
Code of ederal Reg~ulations (CF Rj Parts 800 to 895. [in addition. FDA may p)Ublish further
anntou~ncements concerning \e your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a deterumation that y ourL device comHie~hs wi th other requLi rements of the Act
or an V Federal statutes and rent ldations adin iistered by otherCI Federal agencies. You must
cotfllplv with all thie Act's req uirements. including, but not liminited to: registration and listing (2 1
CFR Part 807); labeling (2 1 CFR Parts 80 1 and 809); medical device reporting (reporting of
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inkeicul rieviicatd adivcrs events) (2 1 CFR 803); anld good1 muarIaCLUinui OrIalticc
requtnrimes as set lorLth in tec qualiy svstans (QS) recultion (2T CU. Part 8201. This leawe
xvili alloxv you to begin marketing your device as described in y our Seed on 5 10(k) prem ark et
notification. TIhe FDA finding of sulbstantial equivalence ofy0'ou device to at lecaallv mar keted
piedbate device reslt[ in a classifiead on for your- device and thus, permis your device to
plo ced to the marLet.

If you desire spcific advice for your device on our label rg regulation (21 CUR ['ars 801 andl
809). pl ase contact the 0Officee of In Vitro IDiagnos tic Device Evaluation and Safety at (301I) 796-
5450. AlIso; p lease note the regulation entitled, "Misbrand in", by refhe ne to preiriarket
nod [ication" (21I C FR Part 807.97) For questions regarding the reporting of adverse events
tinder the NII [Creti Iati on (21 ClFR Part 803), pl[ease po to

Lap:/wxvv.fd.. ovM~d ica Dvics/at ea/Rpo~taPrble/d. im~. tmfor the C DR.I's Office
of S u yeaaee anrd Diomme ics!Di'ioil of P0 stm aiLet SItireiIltance.

Y ou nmy o btatin ot general info rmad oni on yoe tresponsibilities LUder the Act From the
Division of Sma[ I Manufacttirers, Internationral and Consumer Assistance at its to[-li-e titiiiber
(800) 638-2041 or (301) 796-7100 or at its Internet address
http:/www. fda. Lov/edr11/1indUStry/su~piort/mndex. hitmnl.

Sincerely Yours,

Mary S. Pastel, Se.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

E~valuation and Safety
Center for' Devices arid Radiological Health

Enclosure



Indications for Use

510(k) Number (if known) 1K11(I1973
Device Name Vaginal CT/MR Multi Channel Applicator Set

Indications for Use The Vaginal CT/MR Multi Channel Applicator Set is intended for
gynecologic Brachytherapy treatment of the vagina, cervix and
endometrium.

Prescription Use X AND/OR Over-The-Counter Use____
(Part 21 CER 801 subpart D) (Part 21 CFR 801 subpart C)

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