
OCT 11I211

Acclari)D

510(K) SUMMARY

Sponsor/Submitter: Acclarent, Inc.
1525-B O'Brien Drive
Menlo Park, California 94025

Contact Person: Keni Yen
Manager, Regulatory and Clinical
Phone: (650) 687-5874
Fax: (650) 687-4449

Date of Submission: August 3 0, 2011

Device Trade Name: Relieva Spin Sinus Dilation System

Common Name: Sinus Dilation System

Device Classification: Class I

Regulation Number: 21 CFR 874.4420

Classification Name: Ear, Nose, and Throat Manual Surgical Instrument

Product Code: LRC

Predicate Devices: Relieva Acella Sinus Balloon Catheter (K07304 I)
Entellus Medical XprESS Multi-Sinus Dilation Tool (K102003)

Device Description: The Relieva Spins Sinus Dilation System is comprised of three
components: Handle System, Sinus Guide Catheter Tip, and Sinus
Balloon Catheter. The Handle System unites the various components
into one device. A suction line is embedded in the Handle System
which can be actuated by the user covering the suction port. The Sinus
Guide Catheter Tip is a sinus guide catheter that is available in three
shapes and attaches to the Handle System on the distal end. The Sinus
Balloon Catheter is a flexible catheter with a balloon on the distal tip;
one lumen is used for inflation of the sinus balloon and the second
permits passage of a sinus guidewire. A hypotube is incorporated on
the proximal end of the device to provide rigidity as the Sinus Balloon
Catheter is advanced and retracted in the Handle System. There are
several markers placed along the Sinus Balloon Catheter to aid in
positioning under direct endoscopic visualization. A sinus guidewire is
packaged with the Relieva Spin Sinus Dilation System.



Indications for Use: The Relieva Spin Sinus Dilation System is intended to provide a means
to access the sinus space and to dilate the sinus ostia and spaces
associated with the paranasal sinus cavities for diagnostic and
therapeutic procedures. For children aged 17 and under, the Relieva
Spin Sinus Dilation System is intended to dilate sinus ostia and spaces
associated with the maxillary sinus for diagnostic and therapeutic
procedures.

Technological The technological characteristics of the subject device are similar to its.
Characteristics: predicate devices.

Attribute Predicate Device Predicate Device Subject Device
(Relieva Acella Sinus (XprESS Multi-Sinus (Relieva Spin Sinus
Balloon Catheter) Dilation Tool) Dilation System)

5 1 0(k) number K073041 K 102003 TBD
Manufacturer Acclarent Entellus Medical Same, Acciarent
Balloon 6mm 6mm Same, 6mm
Diameters
Balloon Length 12mm 18mm 16mm
Maximum 14 ATM 12 ATM Same, 12 ATM
Inflation
Pressure
Suction No Yes Same, Yes
Incorporated ____________ ____________

Balloon Slide No Yes Same, Yes
Mechanism
Technological Combines a sinus balloon Combines features of a Combines a sinus balloon
Characteristics catheter and a sinus curved suction tip and a catheter and a sinus guide

guidewire to access and frontal ostium seeker catheter to access and
dilate sinuses. (access) with the tissue dilate sinuses.

expansion effect of balloon
dilation (treat). The distal
end of the device is re-

_____________shapeable.

Packaged None Packaged with inflation Packaged with Relieva
Devices device and infusion line Luma Sentry Sinus

___________ __________________ __________________Illumination System

Performance Data: Bench testing met all acceptance criteria for attributes such as
dimensional, cycle fatigue, balloon burst, and joint separation. Testing
also showed that Spin is biocompatible.

The sterilization process is validated per AAMI/ANSI/ISO 1113J5-I:
2007 and demonstrated a sterility assurance level of 10.6. The method
used for sterilization validation is the overkill (half-cycle approach) in a
fixed chamber. Ethylene oxide residuals were tested and meet ISO
10993-7:2008 requirements. The subject device is not tested or labeled
as "non-pyrogenic".

Packaging shelf life was established per ASTM F1980-07. ASTM



F88/FS8M-09, ISTA 2A- 11, and ASTM F2096-04 requirements.

Clinical data was not necessary for Spin. The performance data
demonstrates that the subject device performs as intended.

Summary of Substantial The Relieva Spin Sinus Dilation System is substantially equivalent to
Equivalence: the predicate device as confirmed through relevant tests.
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Re: KI11875
Trade/Device Name: RC1ieva Spinl Sinns Dilation System
Reizulation Number: 21 CFR 874.4420
Reiz lation Name: Ear, nose, and throalt Manual surgical instrument
ReguLlatory\ Class: Class I
ProdctLC Code: LRC
Dated: August 30, 2011
Received: August 3l1, 2011

Dear Ms. Yen:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is Substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce pri to NMay 93 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug",
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMIA).
You mlay. therefore, market thre device, Subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
(devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you. however, that device labeling must be truthful and not misleading.

IfVyour device is classified (see above) into either class 11 (Special Controls) or class [11 (PMt\), it
may be Subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announ1ceenlts Concerning your device in thre Federal Register.



Parze 2 N'l~s. Keni Yen

Pl Iease be advised that F DA's issuance o Fa substantial CCIti vaIlnce dote rlin mtron (loes not mleanl
that FDA has made a determi nation that your device comiiplies wvithi other reqUiremients of the Act
or any Federal statutes and reg latioris admni istered by other Federal agenciles. YOU mnust
comiiply wvith all the Act s reqri iremen~lts. , I Ud ing, but nlot IiliiiitedI to: registrationi and listing (2 1
C FR p~art 807); lae -i 2IC at 801); medical device report inrg (repo rtinu of ined ical

dlevice-related adverse events) (21 CFR 803); goo0d nanlufactUring practice requirements as set
forthi in the qlual itv Systenlis (QS) regu .ladenl (21I C FR Part 820); aind if applicable, the elec tronic

Product radiation control provisions (Sections 531-542 of the Act): 21 CFR 1000-I 050.

If vow desire speciftic advice for Your11 device on our labeling regulIat ion (2 1 C FR IPart 801), please
Lo to Ity/wv Id~o/Aot DACnesfie/DR-/DIl fcsum 5809.1tmi for
the Center for Devices and Radiological H-ealth's (CDRHf's) Office of Comrpliance. Also, please
note the regzu Iation eniti tled.''Mi sb raniding by reference to prernarket notification" (21ICFR Part
807.97). For CIuestionIs regarding the reporting of adverse events Under the N4DR reulation (21
CFR ['art 803), please go to

Lw //xx~xv.fd. uv/ed cl Dvies/a ftvRenrt Prblm/d tru t.lmtiifor the CD RI-Is C)ffice
of'SlurVeilIlance and Biometrics/Division of' Postinarket S Urvei Iiarice.

YOU riay obtaini other general in formation on your1 responsi b ilities Under the Act from the
Divisio Of S Hl I M anuLlfactuLre rs. International and Consumer Assi stance at its toll -free nlumber

(800) 638-2041 or (301f) 796-7100 or at its Internet address
littl)://\vxv. fd.Lo\v/iMedical Devices/Resouricesfbr1YOLI/fLndutrvt-\/CIe(falt.html.

Sincerely 'ous,

Malvina B. Eydelnian. M.D.
Director
Division of Ophthalmic, Neurological,

aind Ear, Nose arid Throat Devices
Office of Device Evaluiation
Center for Devices and

Radiological [-ealth

En1closure
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APPENDIX B: INDICATIONS FOR USE STATEMENT

-5 10(k) INumber)C (if knownVl): Yol \ eS

Tia~dc Name: RelI eva Spin Sinus Diilati on System

Cominmon Namei: Siois Diilation S ystein

[nd icationas For1 Use: The R cli eva S pila Sila ts Diilationt Systemi is intended to ptov'ide a means
to access the silntis space and to dilate the sHius ostia and spaces
associatedt wvith the paranasa I siinuiS Cavities for diagnostic and theriapeutic
proUcd tes. For children aged I17 and unoder, thle RelI eva Spin SilntIS
Dilation System is intended to dilate shinIS ostia and spaces associated
milh the xill arvIIN siIntis for diagnmostic and therapeutic procedures.

Prescription Use ~X - ANIYO Over'-The-Counlter Use ______

(Part 21 JFR 801 Stubpart D) ADO (2 1 CFR 80 1 Subpart C)

(PLE ASE 1)0 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOIHERZ PAGE Of
NE[ED ED)

Concturrence of'CDRH, Office of Device Evaitiationl (ODE)

(Division Sign-Off I' Pa e/f

(Pose(I~vemei- 3, 203) Division of Ophthalmic, Neurological and Ear,
(Poser/N venber 3, 203) Nose and Throat Devices

Sl0(k)Nunibe._________
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