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510(k) Summary

Spineology Inc.

Applicant: 7800 3d Street N., Suite 600
Saint Paul, MN 55128
651-256-8500

Contact Person: Bryan Becker

Date Prepared: August 25, 2011

Trade Name: Spineology PEEK Bullet Lumbar Interbddy Fusion Device

Regulatory Class II Medical Device, Product Code MAX, 21 CER 888.3080
Classification: Intervertebral body fusion device

Predicate Device(s): 4CIS® PEEK PLIF Cage System from Solco, USA, Inc.
Capstone Spinal System, Medtronic Sofamor Danek

The Spineology PEEK Bullet Lumbar Interbody Fusion Device is
designed for use with autograft to facilitate fusion and is intended for use

Devie Decripion: with supplemental fixation systems cleared for use in the lumbar spine.
Devie Decripion: The device is available in a range of lengths and heights and is made of

PEEK-OPTIMA LTI with Titanium markers. The device and associated
instruments are provided non-sterile.
The Spineology PEEK Bullet Lumbar Interbody Fusion Device is an
intervertebral body fusion device indicated for intervertebral body fusion
at one level or two contiguous levels in the lumbar spine from L2 to SlI in
patients with degenerative disc disease (DDD) with up to Grade I
spondylolisthesis at the involved level(s). DDD is defined as back pain of
discogenic origin with degeneration of the disc confirmed by patient
history and radiographic studies. These patients should be skeletally

Indications for Use: mature and have had six months of non-operative treatment.

These devices may be implanted singly or in pairs via an open or a
minimally invasive posterior or transforaminal approach.

The Spineology PEEK Bullet Lumbar Interbody Fusion Device is
designed for use with autografi to facilitate fusion and is intended for use
with supplemental fixation systems cleared by the FDA for use in the
lumbar spine.

Summary of The device is shown to be substantially equivalent to the intended use,
Technological materials, configuration, and performance characteristics of the predicate
Characteristics: products.

The Spineology PEEK B ul Ie t Lumbar Interbody Fusion Device was
tested in compliance with FDA's guidance document titled 'Class II

Testing Special Controls Guidance Document: Intervertebral Body Fusion
Device". Preclinical testing according to ASTM F2077 and ASTM



F2267, including static compression, static compression shea, dynamic
axial compression, and subsidence. Expulsion was also conducted. This

testing demonstrated substantially equivalent performance
characteristics to the identified predicate devices.

The informfation submitted in this premarket notification supports a

Conclsion:determination that the Spineology PEEK Lumbar Interbody Fusion
Conclsion:Device is substantially equivalent in technological characteristics and

intended use to the predicate devices.
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Re: KI1ll880
Tradle/De vice Mainle: 5 p i rco logy P v F IK Butl let -Lumbar Inrterbodyv FuISil r DVI cc
Reglationl IN umber: 21 C F (888.30800
RCLUu Iat ion NameI: [nierveriebial body fusion device
Regulatory Class: LI
ProduCIL[ode: MAX
[Dated: AuguILst 26. 201 I
Rcecived: Augu11-st 29, 20 11

Dear Mr11. Becker:

\\e have rev i eve vow r Seeltion 3 10(k) penilret noti B cation ofIintent to marnket the devi ce
re ferenced above and have dleterinevid the device is suibstantially eq t1-iVa lent (for the inldicationls
f'or uIse stated inl the enclosure) to legally marketed predicate devices marketed inl interstate
coimmerce prior to May 28, I1976, the enactment dlate of- the Mledical Device A mendmrents, or to
devices that have been ree lass i ied inl accordance with the provisions of the Fedleral Food. Drug'-.
arid Cosmnet ic Act (Act) that do not req u re- applro xml of a preinarket approval application (PM\,A).
YOU mlay, there fore, market the dIevice, subject to the general controls provisions of' the Act. The
generlal controls povi~s ions of the Act i ncIltide requlitirents for annual i-stratiori, listing of'
(Ievices, good inann facturingc praeclice, l abeli n g. and prohibitions aga,,in) stiisb raid ilrig and
adulteration. Please note: C IDIRI-I does no0t eVall-uate information related to contract li abili ty
warran tics. We rein d you,. however, that dlevice labeling InILIst be truth fil arid ]not mlisleading.

If your devi ce is elassi fled (see abovye) into ei ther class 1(S pecial Con trolIs) or class Ill (P NIA), it
may be subject to additional contr-ols. Existinlg maIjor regul1ations affecting your device can be
11oti1d inl the Code Of Federlal Re" u~lat ionIs Title 21,. Parts 800 to 898. In1 add iti on, FIDA may
ptibl ish further ann[ounFcCers concerning Your device inl the Federial R(ci ster.

Please be advised that FDAs issuanIce of a substantial equiLvalenIce de~termlinationl does nlot mleanl
that F DA hias made a dleterminationl that 'VOti dlevice comlplies With other reqtIi ireicri ts of the Act
or all\, Federal statutes and regul-IationIs administered by other Federal agencies. YOU iIILust
comply with aill the Act's requi-Creets. inludII~ing, bitt not limited to: registration and listing! (2 1



Paue 2 - N'Ir. F.3rvanl llckerv

C UR Part 807); labeling (2 1 C UR Part 801); medical device eporting (re orill of m dia

device-related adverse events) (21 CFR 803); good manufaetur-iiw practice req Lirement s as set
foarth in the qualy systems (QS) regultion (21 CUR Part 820); and ifappliable, the electronic
prodctLC radiation control provisions (Sections 53 1-42 of the Act); 21 CUR 1000-1050.

If voU desire specific advice for your device on our labeling regulation (2 1 C FR Part 801I). please
go to http://ww.lIdaqtov/Abowi F DA/CentersOffli cesCD1)R-ICD)R1-10 Mfces/ucm II 5809.htlrn for
the Center for Devies and Rad iol ogical HeI alth 's (CD RI-'s) 0 ffke ol Corn 11anee. AlIso, please
note the rei,'u lation entitled. -'Misbranding by reference to prnrket notification" (2 1 CIA2 Part
807.97). For quest ions regarding the reporting of adverse events Under the NIMDR reCglation60 (21I
CUR Part 803). please go to
hittl):H/vw\,\vftlai,,ov/t\edCica lf~evices/Safetv/ReporiaProbkl/lf~~I'ilt.ilt~l orthe (11C DRI-Is 0ffie
of Surveillance and 3 ornetrics/D ivision of Postruarket Surveillance,

You may' obtain other general inflormation on y'our responsibilities t.11inde the Act fumn the
Division of Small Mlanufacturers. International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7 100 or at its Internet address

Srnceicly Yours. /

MrN.Melkerson a0h
Director
Division of surgical. Orthopedic
and Restorative Devices

0ffWee of Device Evaluation
Center- for Devices and
Radiological HeIalth

Enclosure



Appendix D Indications for Use Form

Device Name: The Spineology PEEK Bullet Lumbar Interbody Fusion Device

Indications for Use:

The Spineology PEEK Bullet Lumbar Interbody Fusion Device is an intervertebral body
fusion device indicated for intervertebral body fusion at one level or two contiguous
levels in the lumbar spine from L2 to SI in patients with degenerative disc disease
(DDD) with up to Grade I spondylolisthesis at the involved level(s). DDD is defined as
back pain of discogenic origin with degeneration of the disc confirmed by patient history
and radiographic studies. These patients should be skeletally mature and have had six
months of non-operative treatment.

These devices may be implanted singly or in pairs via an open or a minimally invasive
posterior or transfoaraminal approach.

The Spineology PEEK Bullet Lumbar Interbody Fusion Device is designed for use with
autograft to facilitate fusion and is intended for use with Supplemental fixation systems
Ccared, by the FDA fior use in the lumbar spine.

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

(Part 21 CER 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)
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