ZEEH

99



6. SEEH

FDABGE R

O FDADHEES455¥E (Product Code) TOHAW (Stereotaxic instrument).
HWT (Template for clinical use) {ZBH9 % FEAEE

@FDADF & 47— 3 VRS D510k B

BT ERFY

QI EFBEERMIBOBESHET = v 7 U A MI2WT R
@EREIOMERTABRFIZIOVT
OEFEROIMERTARRFICEB LULEET REEH IS T
@®@F vy — 3 BEEREE (BRNES )

E T R
DETNEREID~ Y 7 A~DY THDHFIT
(FEVWGEESNEER, MEERSERH)

®—maf & o

Q@7 7 A gENL—

O FESE

DR EFRS IR ERNS ERBSBTMEES A N7 VEE
FAEWG Web~2—37 (http://dmd. nihs. go. jp/jisedai/)

101

102
104

107
108
111
125

126

127

129

131

132



[44]%

6—1. FDADO B R4 FB(Product Code) TOHAW(Stereotaxic instrument),
HWT{(Template for clinical use)I“B83 53BAEH

FOA Home Page | CORH Home Page | Search | A-Z index

519(k) | Registration | Listing | Adverse Events | PMA | Classification | CLIA

CFR Title | Advisory
2% Committees

| Assembter | Recalls | Guidance | Standards

New Search Back Te Search Results

Product Classification Database

Device Instrument, Stereotaxic
Regulation Description Stereotaxic instrument.

Regulation Medical Specialty Neurology
Review Panel Neurology
Product Code HAWY
Submission Type 510(k)
Regulation Numher 882.4560
Device Class 2

GMP Exempt? No

Third Party Review

« Eligible for Accredited Persons Expansion Pilot Program
Accredited Persons

Entela, Inc.

Interiek Tesling Services

Kema Quality B.V.

Regulatory Technology Services, Lic
Tuv Rheintand Of North America, Inc.
Tuv Sud America Inc.

tinderwriters Laboratories, Inc.

Database Updated 9/07/2007

CDRH Home Page | CORH A-Z index | Contact CDRH | Accessibilly | Disclaimer
FBA Home Page | Search FDA Sta | FDA A-Z Index | Cordacl FDA | HHS Home Page

Center for Devices and Radiological Heaith f CDRH

mﬁj GFR Title | Advisory
' 21

510(k) | Registration | Listing | Adverse Events | PMA | Classification | CLIA

| Assembler | Recalls | Guidance | Standards

Camrnittees

New Search Help § More About 21CFR

[Code of Federal Regulations] ¥ H
[Title 21, Volume 8] | AR wematon
[Revised as of April 1, 2006}

[CITE: 21CFRE82.4560]

TITLE 21--FQOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATICON
DEPARTMENT OF HEALTH AND HUMAN SERVICES

SUBCHAPTER H--MEDICAL DEVICES

Subpart E--Neurological Surgical Devices

Sec. 882.4560 Stereotaxic instrument.

{a) Identification, A stereotaxic instrument is a device consisting
of a rigid frame with a calibrated guide mechanism for precisely
positioning probes or other devices within a patient's brain,
spinal cord, or other part of the nervous system.

(b) Classification. Class II (performance standards).

Database Updated April 1, 2006
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FDA US. Food and Drug Administiz

FDA Home Page | CORH Home Page | Search | A-Z index

510¢k) | Registration | Listing | Adverse Events | PMA | Classification | CLIA

mw CFR Title | Advisory | Assembler | Recalls | Guidance | Standards
21 Committees
New Search Back To Search Results

Product Classification Database

Device Template
Regulation Description Template for clinicat use.

Regulation Medical Specialty Orthopedic
Review Panel Orthopedic
Product Code HWT
Submission Type 510(k} Exempt
Regutation Number 888.4800
Device Class 1

GMP Exempt? No

Note: FDA has exempted almost all class | devices (with the
exception of Reserved Devices) from the premarket notification
requirement, including those devices that were exempted by final
regulation published in the Federal Registers of December 7, 1994,
and January 16, 1996. It is important to confirm the exempt status
and any limitations that apply with 21 CFR Parts 862-892. Limitations

of device exemptions are covered under 21 CFR xxx.9, where »xxx
refers to Parts 862-892,

If a manufacturer's device falls into a generic category of exempted
class | devices as defined in 21 CFR Parls 862-892, a premarket
notification application and FDA clearance is not required before
marketing the device in the U.S. However, these manufacturers are
required to register their establishment by submitting Form FDA
2891, "Reqgistration of Device Establishmeni,” and list the generic
category or classification name of the device by submitting Form
FDA 2892, "Device Listing."

Recognized Consensus Standards

» 1SO 7153-1:1991/Amd. 1:1999 Surgical instrumenis — Metallic
materials — Part 1. Stainless steel

« 1SO F1089-02 Standard Test Method for Corrosion of Surgical
{nstruments

« 1SO 13402:1995 Surgical and dental hand instrigments —
Determination of resistance against autoclaving, corrosion and
thermal exposure

Third Party Review

Not Third Party Eligible

Database Updated 9/¢7/2007

Lupstims?

510(k) | Registration | Listing | Adverse Events | PMA | Classification | CLIA

mw CFR Tile | Advisory | Assembler | Recalls | Guidance | Standards
21 Committees
New Search Help | More About 21CFR

[Code of Federal Regulations] " Bes Retmted
[Title 21, Volume 8} Emﬁx £ mtoristion
[Revised as of April 1, 20086]

[CITE: Z1CFR888.4800]

TITLE 21--FOOD AND DRUGS
CHAPTER I--FQOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES

SUBCHAPTER H--MEDICAL DEVICES

BARYT 588 —- OWIHOPELIC

Subpart E«=Surgical Devices

Sec. B888.4800 Template for clinical use.

{a) Identification. A template for clinical use is a device that
consists of a pattern or guide intended for medical purposes, such
as selecting or positioning crthopedic implants or guiding the
marking of tissue before cutting.

(b) Classification. Class I (general controls). The device is
exempt from the premarket notification procedures in subpart E of
part 807 of this chapter, subject to the limitaticns in 888.9.

[52 FR 33702, Sept. 4, 1987, as amended at 66 FR 38815, July 25,
2001]
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New Search

CFR Title | Advisory
2 Committees

510(k) | Regisiration | Listing | Adverse Events | PMA | Classification | CLIA
| Assembler | Recalls | Guidance | Standards

Back To Search Results

510(k) Premarket Notification Database

Device Classification Name
510(K) Number

Device Name

Applicant

Contact
Regulation Number
Classification Product Code

Subsequent Product Code

Date Received
Decision Date
Decision

Classification Advisory
Committee

Review Advisory Committee

Statement/Summary/Purged
Status

Summary

Type

Reviewed By Third Party
Expedited Review

Template
K960685

ORTHODGCC PREOPERATIVE PLANNER

MODEL 500

INTEGRATED SURGICAL SYSTEMS, INC.

829 West Stadium Ln.
Sacramento, CA 95834

Robert Van Osdel

HWT

JAK

02/20/1996
011711987
Substantially Equivalent (SE)

Orthopedic
Orthopedic
Summary/Purged 510(K)

Summary
Traditional
No

No

Database Updated 9/07/2007
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Premarkat Notifieation Istegrated s"?“'l Systams, Iac.
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P K960 68S

Submitter: Integrated Surgical Systems, Inc.
829 W. Stadium Lane
Sacramento, CA 95834
(916) 646-3487

Trade name: ORTHODOCR Modet 500 Preoperative Planning Software

Commor nsma: Templating System

Classification name: Template for clinical use (21 CFR 888 4800)

Indications for use: The ORTHODOC Preaperative Planner is a software device
indicated for the planning of primary total hip arthroplasties on
a personal computer. The software is intended to impont
computed tomography data, provide 2 constructed image of the
dara, and use computerized files, representing implant patterns
of femoral components, to overlay the constructed image to aid
surgeons in their selaction and positioning of the femoral
components.

Legally marketed predicate: All femoral component templates supplied by {emoral
component mantfacrurers. For example, Depuy AML
templates and Howmedica Osteolock HA templates.

This software is designed 10 rup on a PeatiumR -based
personal compnier. The device is a software-only product and
is not intended to operale any other medical device or acl
directly on a patient. The application stores scaled graphic
images of f I stem P ts and provides & measns for
surgcons to superimpase these patterns on a CT image of the
patient’s femur. The implant patteros can be moved over the
femur images to selést what in the surgeon’s judgement is the
best stem size, position, neck length, and head diameter to
achieve the physician's surgical goal.

Device description:

The library of implant patterns, called surface model files, is
developed from computer-aided-design (CAD) geometric data
supplied by the implant's manufacturer. The implanl surface
model file used by ORTHODOQC contains implant
identification inflormarion as well as geometric data which
defines the shape and dimeasions of ke implant surface.

12
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In ted Sul| Systems, lnc
Premarker Notilication ORTIO! tegra e E g ac

Technological charscristics: The implant patterns of the predicates are scaled computer-
generated images that are plotted, photographed, and contact
printed to msiotain accurate scale. These are held over the x-
ray aod moved by hand to position them to assist the surgeon

FDA Home Page | CORH Home Page | Search | A-Z Index

510¢k) | Registration | Listing | Adverse Events | PMA | Classification | CLIA

in planaing the stem’s placement. CFR Title | Advisory | Assembler } Recalls | Guidance | Standards
21 Committees
The ORTHODOC software contains a library of computer-
genersted femoral component images whick can be called-up
and saperimposed over a CT image of the patients femor. The
roatian thom 10 a5eit (he Surgeon n pleasiag the stem's. New Search Back To Search Results
placemert. 510{k) Premarket Notification Database
Performance data: There has been no pre-clinical or clinical performance data
f::;::j:: ::?m which 1o make a decision of substantial Device Classification Name Instrument, Stereotaxic
510(X) Number K003347
Device Name ORTHOPILOT
KINAMED, INC.
Applicant 9229 Cranford Dr.
Potomac, MD 20854
Contact Joel Slomoff
Regulation Number 8824560
Classification Product Code HAW
Date Received 10/25/2000
Decision Date 02/23/2001
Decision Substantially Equivalent (SE)
Classification Advisory Committee Neurology
Review Advisory Committee Neurclogy
Statement/Summary/Purged Status Summary Only
Summary Summary
Type Traditional
Reviewed By Third Party Na
Expedited Review No

Database Updated 9/07/2007

CORH Home Page | CORH A-Z Index | Contact CDRH | Accassibility | Disdl
FOA Hotne Page | Search FDA Site | FDA A-Z Index | Contact FDA | HHE Her
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510(k) Summary
Submitter: Kinamed, Inc.

Address; 2192 C Anchor Court
Newbury Park, CA 91320

Phone numbez: (805) 499-5999
Fax number: (805) 499-8684
Contact person: William Prait
Date prcpaxcd: October 20, 2000

Trade name: OrthoPilot®

Substantizl equivalence claimed to:
1. StealthStation® System with FluoroNav™ module - 510(k) Number - K990214
2. VectorVision® (Brainl.AB Navigation System) - 510(k) Number - K983831

Description:

Orthopilot® uses three infrared transmitters that are securely mounted to the patient's
bones, and & camera to monitor the spafial location of those transmitters in relation to
each other and the medical instruments. These locations are used to Jocate the centers of

" rotation of the femur head, ankle, and knee. These measurements allew for greater

accuracy than mechanical methods of ascertaining implantdtion sites and positions.

Intended use:

Orthopilot® is a system for computer-aided navigation of surgical instruments whose
purpose is to optimally position the Gem”™ knee endoprosthesis (K994214) in the patient.
It aids the surgeon in accurately positioning the cutting guides for total knee replacement
surgery and provides intraoperative measurements of bone alignment. -

- Summary of technological characteristics:

Orthopiiot® optimally positions the Gem" knee endoprosthesis in the patient. The patient
data needed to carry out this procedure is recorded intraoperatively, Preoperative CT-
scanningisumecessary.]hﬁnkbﬂweenpaﬁmmdmmpmiswabﬁshedbymme
infrared transmitters that are attached to the patient. An infrarcd camera that is linked to

the computer localises these infrared transmitters.

Kinamed, Inc. - 510(k) - Page 2 of 90

'_I‘he mstnnnents are also outfitted with infrared transmitters and can therefore be brought
into 8 spatial relationship with the patient, with the aid of the computer. The system uses
infra-red localizers and LEDs to accurately oblain the correct rotational center of the
femur head, ankle, and knee, The OrthoPilot® system needs only the information
provided by the LEDs to determine the correct position of the cufting guides.
Intraoperative x-rays are not needed to guide the surgical procedure.

Kinamed, Inc. - 510(k) - Page 3 0f 90
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