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Device Regulation Title Description More
and Guidance Information

This database contains FDA Advisory
Advisory historical infarmation about Committees

Committee/Panel
Meetings - CORH

(CORH Advisory Committees and Meeting
and Panel meetings through Materials
2008, including summaries
and transcripts.

CFR Title 21 - This database contains the More About
Food and Drugs maost recent revision from 21CFR

the Government Printing
(Office (GPO) of the Code of
Federal Regulations (CFR)
Title 21 - Food and Drugs.

This database contains the Clinical
lcommercially marketed in Laboratory
witro test systems Improvement
icategorized by the FDA since Amendments
January 31,2000 and tests - Download
icategorized by the Centers Data

for Disease Control and
Prevention (COC) prior ta
that date.

FDA Certified A searchable listing by state
Mam mography and zip code of all
Facilities mammaography facilities
icertified by the Food and
Drug Administration {FDA)
&5 meeting baseline quality
standards for equipment,
personnel and practices
under the Mammography
(Quality Standards Act of
1992 (MQSA).

IVD Home Usa (Searchable listing of Over- Maore about
Lab Tests {Ower |the-Counter tests (OTC) and Hame Use
The Counter) lcollection kits that hawve been Lab Tests
Tasts icleared or approved by the
FOA

MAUDE MALUDE data represents Manthly
{Manufacturer reports of adverse events
and User Facility ||involving medical devices.
Device The data consists of all

Bwnaorionral unbiintsns ranarte cinea huna

NAOA [TOdIS
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scientific review to ensure
the safety and effectiveness
of all devices classified as
Class III devices. An
approved Premarket
Approval Application [PMA)
is, in effect, a private license
granted to the applicant for
marketing a particular
medical device. This
datahase may be searched
by a variety of fields and is
updated on a monthly basis.

for the CORH
Releasable
[Approved)
PMAs

Premarket
Motifications

(510(k)}s)

edical device

anufacturers are required
to submit a premarket
naotification or 510(k) if they
intend to introduce a device
into commercial distribution
for the first time or
reintroduce a device that will
be significantly changed or
maodified to the extent that
its safety or effectiveness
could be affected. This
database of releasable
510(k)s can be searched by
510(k) number, applicant,
device name or FDA product
code. Summaries of safety
and effectiveness
information is availzble via
the web interface for more
recent records. The
database is updated
manthly.

Maonthhy

Product
Classification

This database contains
medical device names and
associated information
developed by the Center. It
includes a three letter device
product code and a Device
Class that refers to the level
of CDRH regulation of a given
device.

Manthly

Maore about
Product Code
Clzssification
Database

Radiation-
emitting
Electronic Product
Codes

This database contains
product names and
associzted information
developed by the Center for
all products, both medical
and non-medical, which emit
radiztion. It includes a three
letter product code, a
descriptor for radiation type,
applicable performance
standard(s), and a definition
for the code.

Manthly

Recalls of Medical

Rawviras

This database contains a list
nF Flazcifind madical Aowviea

Frequently|
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f’;ﬁ'j CORE 510{k) | Registration & Listing | Adversa Events | Recals | PMA | Classfication | Standards
S CFR Tille 21 | Radiation-Emitting Praducts | ¥-Ray Assembler | Medsun Repars | CLIA
EE@E@@E Reonrdsperpage@
300 records meeting your search criteria returned - impfant
New Search Help | Download Files | More About Classification
$C Tt | St § pevice Name “Nmber B
NHA 2 Abutment, Implant, Dental. Endosseous B72.3630
KNZ 3 Accessories, A-V Shunt B76.5540
LYP 2 Accessories, Fixation, Spinal Interlamin 888.3050
NDP 1 Accessories, Implant, Dental, Endosseous 872.3980
KNR 3 Adapter, A-V Shunt Or Fistula B76.5540
FKN 3 Adaptor, Shunt 876.5540
KTT 2 Appliance, Fixation. Nail/Blade/Plate Co B88.3030
LXT 2 Appliance, Fixation. Nail/Blade/Plate Co 888.3030
/!’.IW\ 2 Appliance, Fixation, Nail/Blade/Plate Co B88.3030
( kwp ) 2 Appliance, Fixation, Spinal Interiaminal 888.3050
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{"(-; " m 510(k) | Registration & Listing | Adverse Events | Recalls | PMA | Classification | Standards
5 CFR Title 29 | Radiation-Emitting Products | X-Ray Assemblar | Medsun Repars | CLIA
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500 records meeting your search criteria returned .
The number of records meeting your search criteria is greater than the system can return and is incomplete.
It is not possible to retrieve the missing records. Please narmow your search.

New Search ¥ Export to Excel | Download Files | More About 510(k)
.', Device ‘.‘ ., Applicant ‘.‘ ', 510(k) ‘.‘ el
Ldr Spine Usa Spine Tune Tl Spine System | Ldr Spine Usa K100575 03/31/2010
Medification Te: Oasys System Stryker Spine KO93670 03/18/2010
A Spine Systermn 5.50 Mm Titanium Rod & | Spinecraft, Inc. K092825 03/16/2010
Romeo Posterior Osteosynthesis System Spineart K093936 03/11/2010
Synthes Matrix Mis Rods Synthes (Usa) K093668 03/0%/2010
Pass Lp Spinal System Medicrea Technologies K100287 03/04/2010
Pioneer Posterior Cervico-Thoracic Syste Pioneer Surgical Technology K092285 02/19/2010
Revere Stabilization System Globus Medical Inc. K093294 02M17/2010
Zodiac Polyaxial Spinal Fixation System Alphatec Spine, Inc. K100138 02/17/2010
Any Plus Spinal Fixation System Gs Medical Co., Ltd. K091717 01/25/2010
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Mew Search

Back To Search Results

Device Classification Name
510(K) Number
Device Name

Applicant

Contact

Regulation Number

Classification Product Code
Subsequent Product Codes

Date Received

Decision Date

Decision

Classification Advisory Committee
Review Advisory Committee
Statement/Summary/Purged
Summary

Type

Reviewed By Third Party
Expedited Review

Status Summary Only

Orthosis, Spondyloisthesis Spinal Fixation
K093670
MODIFICATION TO: OASYS SYSTEM

STRYKER SPINE
2 Pearl Court
Allendale, NJ 07401 167

Pauline Shand

B88.3070

MNH

KWP MNI

1172712009

03/18/2010

Substantially Equivalent (SE)
Orthopedic

Summary

10




| @ -ml http:/ fwww.accessdata.fda.gov/cdrh_docs/pdf9/K093670.pdf (] .

This is the actual letter the FDA , K092670 Reek

sends.

Proprietary Name:

Common Name:

Proposed Regulatory Class:

Device Product Code:

For Information contact:

Mels)
gele

e

Special SHHK) "'remarket Notificalion

Special 510(k) Summary
Line Extension to the OASYS™ System

Stryker Spine OASYS® System MAR 1 8 2010
Spinal Fixation Appliances .

Class 11

21 CFR 888.3070 (b)(1): Pedicle Screw Spinal System,
21 CFR 888.3050: Spinal Interlaminal Fixation
Orthosis

87 MNI: Orthosis. Spinal, Pedicle Fixation

87 KWP: Appliance. Fixation, Spinal Interlaminal
Pauline Shand

Regulatory Affairs Associate

2 Pearl Court

1"



@http:ffmvw.accessdata.fda.gnwcdrh_dm:sfpdfﬂfKUBEﬁ?ﬂ.pdf [ "

The use of the polyaxial screws is limited to placement in the upper thoracic spine (T1-T3) in

treating thoracic conditions only. They are not intended to be placed in the cervical spine.

The hooks and rods arc also intended to provide stabilization to promote fusion following

reduction of fracture/dislocation or trauma in the cervical/upper thoracic (C1-T3) spine.

The Stryker Spine OASYS¥ System can also be linked 1o the Xia® System. SR90D System and

Xia®™ 4.5 Spinal System via the rod-10-rod connectors.

Statement of Technological Comparison:
Testing has demonstrated that the additional midline occiput plate, bone screws and Vitallium®

rod have equivalent mechanical properties 1o the predicate OASYS” Systeyfi K032394,
K072568, and K052317. Both the new components and the existing system

intended to address the same indications for use.

This is the predicate device.

Id

4
v
#

12
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And continue the chain.

arsa Evenls | Recalls | PMA | Classification | Slandards
Products | X-Ray Assamblar | Medsun Reports | CLIA

New Search Back To Search Results
Device Classification Name Orthosis, Spinal Pedicle Fixation
510(K) Number K032394
Device Name STRYKER SPINE OASYS SYSTEM

HOWMEDICA OSTEONICS CORP.
Applicant 59 Route 17 South
Allendale, NJ 07401 167
Contact Karen Ariemma
Regulation Number BBB.3070
Classification Product Code MNI
Subsequent Product Code EKWP
Date Received 08/04/2003
Decision Date 02/20/2004
Decision Substantially Equivalent (SE)
Classification Advisory Committee Orthopedic
Review Advisory Committee Orthopedic
Statement/Summary/Purged Status Summary Only
Summary Summary
Type Traditional
Reviewed By Third Party No
Expedited Review No

14
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