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Re: K 112460
Itrade/Device Name: 011PT1-K I-edNc/Bordrlaseplate (Klan ty R630). K Ian tv Ndulti-
Purpose FBascpl ate ([R605): K Iantv I-i p lokP1' lBascpl ate (R(606), KlIan tv -ladI/Shld~ICer
Baseplate (R(604), Klan tY Head l3aseplate ([(61/1602): Klaiitv Brast Board (R610).
K lan tv Pc lvi s/Belly S "stem (R620-A). Kiarity ['ro11CeBreast SYStem1 ([R620-13)

keguLla ton N umber : 21 C17F (892.5050
ke--lUtill NameI: MedC(ical ehargeelC-particle r-adialtionl thlerapy Svt
Reg~ulatory Class: [1
Irod tict CodeC: I YE

Dated: August 19- 20 11
Received: Atreust 26, 201 1

Dear N[Mr. Larson:

WVe have re viewedC your Section 5101(k) prewirket notif-icationl of itent to market the device
refercedlICC above and have dleterti ned the device is stibstantial ly equi valecnt (for the indications
for Use Stated ill the ecllCosure) to legal lv1 marketed predicate devices marketed inl interstate
commerce prior to N'lav 28, 1976: the enactment date of the Medical Device Amendmients- or to
devices that have beeni reclassiftied inl accordance with the provisions of the Federal Food. Drag.
and CosH n ce A ct (Act) that do notl tr i no ap pro\a I of a pre market approval appl icat ion (P NIA).
YOU 1M\'. theiefore, market the device, subject to the general controls provisions of the Act. Tihe
g-eneral controls prox' sions oft he Act inc trde requliremen~lts for annul-al reCistration.1 Ii stiric Of
devices, g-ood rnlanu faCtrillg practice, labeling,: and prohibitions against misbranding ald
aduttlteation.

If voL' trr dvice is class ifidc (see aboc ) into c lass If (Special Controls). it may be sulbject to suIch
add itionalI controls. lixistim ngmaj or rega ations affecting your cdevice canl be foti rd inl Title 21,
Code of' Fedieral Regalations (Cl FR). I'arts .800 to 895. Inl addition. F DA may p )Ii sh further
arino uncemecri is coricec ruing VOtrr dCV ice inl the Federl Reg-ister.

P lease be advised that F DA's issuance OfR asubstanltial equtlivalence determi ination does not mean
that FDA has made a de term inat i o i that VO Lir dev ice con P lies With otherl remen tlllS Ofithe Act
or any Federall statu-tes and reguLlations administered by other Federal agencies. YOU must
comply with aill the Act's requirenlts. inll~uding. bit no0t limlited to: reg(istration and listing (2 1
CF R Part 807); labeling (2 I C F f Parts 801I and 809); ruedical cdev ice repo rtimri (reporting of'
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mediteal device-aw re m d vese events) (2 t CF I 803); and good mann facw~n rip aciice
reqtj~~nrnnts as set lborffi in thu olualitv systems (QS) reuato (2 1. hR ['art S20). Ihis letter
Ail allowv voti to beginmarketng your dIevice as described in your S ccion 5SI 0(k) premarkLet
a i Li cti0 A IN heFDA finding of substanal cqiui x'alee of your device to a l egallIy mnarketed
predicate device restu in a elassi heation for \you device and thus, prmits your device to
prIoceed to thec mnarke-t

[f you desite specifLie ad vice for your device on our labeling regulation (2 I C FR Parts 80 I and
809), please contac the Office Of i Ku-c DiCagnostic Device Evaluation and Safey at (301) 796-
5450. Also. please note the regultiion entitled, ''Misbranding by reference to premarkect
notification" (2 1 CFR Part 807.97). For cltestions regarding the repo-ting of adverse events
under the NI D I rgti I atio (2 1 CFlt Part S03), please go to

h tpjwww U. ov/~eica.DvieesSaetykeo aP obIemdeaut~hti frl the CDUT RH C0ICee
of'S urv i Iltance and IAi o netrics/D ivis ion of PlostmarkLet Surveillance.

YOU inny o bta in otlher general infbormat ion on yotfr responsibilities Under the Act fromt the
Division of Small Mlant facturers, international and Consumer Assistance ,at its tel 1-free number
(800) 638-2041 or (30 1) 796-7100 dr at its Internet address

Sincerely Yours

tMary S. Pastel, Se.
Director
Divsioni of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure
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Indications for Use

510(k)Number: K \k\ QMD

Device Names:
I. OPTEK HeadlNeek/Shoulder Baseplate (Kiarity R630)
2. Klarity Multi-Purpose Baseplate (R605)
3. Klarity HipLokTM Baseplate (R606)
4. Klarity Head/Shoulder Baseplate (R604)
5. Klarity Head Baseplate (R601I/R602)
6. Klarity Breast Board (R610)
7. Klarity Pelvis/Belly System (R620-A)
8. Klarity Prone Breast System (R620-B)

Indications for Use:

To be used by trained medical professionals for the stable support and positioning of patients
undergoing external beam radiation therapy treatment in a clinic or hospital setting.

In particular, these items provide the stable positioning of patients in various positions, chosen to
facilitate accurate treatment of tumors.

Patients are those that have been diagnosed and are undergoing treatment for cancerous tumors.
Treatment is supervised and administered by licensed doctors and therapists trained in the
application of radiation therapy treatments.

Prescription Use AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 ubpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

(Division Sign-Off)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510(k) Number /AK/IpLI6 00
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