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Submitter: Anulex Technologies, Inc.

5600 Rowland Road, Suite 280
Minnetonka, MN 55343

Contact Person: Rachel Kennedy

Director, Regulatory Affairs and Quality Systems

Anulex Technologies, Inc.
Direct: 952.224.4034'
Fax: 952.224.4040
E-Mail: rkennedv@anulex.com

Date Prepared: May 25, 2011
Trade Name: fiXate Tissue Band
Classification: 11
Product Code: GZB

21 CFR 882.5880
Predicate Device(s): The subject device is substantially equivalent to the following

predicate devices:
* Anulex Technologies Versaclose

(K100572 cleared March 17, 2010)
* Anulex Technologies XcloseThf Tissue Repair System

(K091432 cleared June 12, 2009)
* Advanced Neuromodulation Systems Swift-Lock Anchor

(K092371 cleared December 23, 2009)

Device Description: The fiXate Tissue Band consists of an adjustable loop of non-
absorbable 2-0 suture with two (2) attached anchors. The
construct is provided sterile and preloaded on a disposable
delivery instrument. The instrument's needle facilitates
placement of the suture by positioning the T-anchors in the sub-
layer of tissue.

Indications for Use: The fiXate Tissue Band is intended to be an accessory to the
leads component of Spinal Cord Stimulator systems functioning
to secure the lead to the fascia or inter-spinous/supra-spinous
ligament.

Functional and Safety Biocompatibility and bench testing were completed and supportTesting: the safety and effectiveness of the fiXate Tissue Band.



Conclusion: The FiXate Tissue Band is similar in intended use, materials,
design, and performance characteristics to the Versaclose and
Xclose Plus Tissue Repair Systems (K 100572 and K09 1432) and
has the same intended use as Advanced Neurombdulation
Systems Swift-Lock Anchor (K092371). Substantial equivalence
is demonstrated through the detailed device description,
performance testing and conformance with voluntary
performance standards.
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Re: K! 11462
Trade/Device Name: fiXate Tissue Band
Regulation Number: 21 CFR 882.5880
RegL ilat ion Name: Imp lanted Spinal Cord Stimulator for Palin Rel ief
Regulatory Class: Class 11
Product Codes: GZB and CAT
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Dear M'vs. Kennedy:

We have re\'iewed 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
commnerce prior to M~ay 28, 1976, the enactment date of the Mvedical 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 may, therefore, market the 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.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
Publish Further annuncemnents concerning your device in the Federal Register.
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Please be adl\i sedl that FDA's issuance of a substantial equiv\alence determination does not mecan
th at FDA has made a dletermin at ion th at your device COmp I ie CSwith other requirements o f the Act
Or any Federal statutes and regumlations adlministered by other Federal agencies. You must
comply with all the Act's requirements, inc hiding, but not li mi ted to: registration and listing (21I
CIT Part 807); labeling (21 CFR Part 801); medical (levice reporting (reporting of medical
device-related adverse events) (21 CIT 803); good Manufacturing practice reqluirments as set
forth inl the qluality systems (QS) regulation (2 1 CFR Part 820); and if applicable, the electronic
prodlUCt radiation control provisions (Sections 53 1-542 of the Act); 2 1 CFR 1000-1 050.

If you desire specific advice for your device onl Our labeling regulation (21 CFR Pait 801), please
go to lhtti)://wvww.fdla.izov/AboLutFDA/Center-sOIffiees/CDRHI-/CDRFIO f~Iccs/ucim II 5809.hiti for
the Center- for Devices and Radiological HeIalth's (CDRI-l's) bffice of Compliance, Also, please
note the regulation entitled, "Misbranding by reference to prernarket notification'' (2 1 C FR P art
807.97). For questions regarding the reporting of adverse events underC the MDR regulation (21
CFR Part 803), please go to
http)://\vww. fda. Izo\/Mediecatflevices/Safety/Rep)orta ProbleITMfau-lt.htul for the CDR-I s 0O[[ice
of Surveillance and Biometrics/Division of Postmuarket Surveillance.

YOU may obtain other general information on your responsibilities under the Act From the
Division of Small M'vanufacturers. International and Consumer Assistance at its toll-freeC umber
(800) 638-2041 or (301) 796-7100 or at its Internet address
lhtt)://vwvw.fda,.gto%,/MedicalDevices/Resourices forYouI/1ILStl-y/dlefauIlthitlm.

Sincerely yours,

Malvina B. Eydelmnt .D.
Director
Division of Ophthalmic, Neurological,

and Ear-, Nose and Throat Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Indications for Use Form

Device Name: FiXate Tissue Band

Indications for Use:

The FiXate Tissue Band is intended to be an accessory to the leads component of Spinal Cord
Stimulator systems functioning to secure the lead to the fascia or inter-spinous/supra-spinous ligament.

Prescription Use _ _ AND/OR Over-The-Counter Use
(Pant 21 CFR 801 Subpart D (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Oft
Division of Ophthalmic, Neurological and Ear,
Nose and Throat Devices
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