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Registration No.: 1811755

Trade Name: Stryker Navigation System - Cranial Module

Common Name: Navigation System

Classification Name: Stereotaxic Instruments

Equivalent to: K993239 Stryker Navigation - Neuro Module
K002732 Stryker Navigation - ENT Module
K050438 Medtronic StealthStation System

Device Description: Stryker Navigation System - Cranial Module is part of the product series of the
Stryker Navigation System. The system comprises software for pre-operative surgical
planning and supports computer assisted surgery based on a wireless optical tracking
localization device for the use in navigated cranial surgery.

The Stryker Navigation Cranial Module is a combination of the previously cleared
Stryker Navigation System - Neuro Module and ENT Module with the addition of new
features. The Cranial module will include automatic multi-modality correlation. The
system provides an easy-to-use work flow concept for image importation, FESS,
Craniotomy, Biopsy, etc. Additional, automatic segmentation of brain surface, tumor,
vessels, etc. are supported.

Intended Use: Stryker Navigation System - Cranial Modnie
The Strker Navigation System - Cranial Module is intended as a planning and
intraoperative guidance system to enable open or percutaneous computer assisted
surgery. The system is indicated for any medical condition in which the use of
computer assisted planning and surgery may be appropriate. The system can be used
for intra-operative guidance where a reference to a rigid anatomical structure can be
identified.

Indications for Use: The system should be operated only by trained personnel such as orthopedic surgeons
and clinic staff. The Cranial Navigation system supports, but is not limited to, the
following surgical procedures:

ENT Procedures

* Endoscopic Sinus Surgery (ESS)
* Intranasal procedures
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* Ear implant procedures

Neuro Procedures

* Cranial biopsies
* Puncture of abscesses
* Craniotomies
* Craniectomies
* Resection of tumors and other lesions
* Removal of foreign objects
* Skull base procedures
* Transnasal neurosurgical procedures
* Transsphenoidal pituitary surgery
* Shunt placement, including pediatric shunt placement
• Placement of electrodes for recording, stimulation and lesion generation
* Craniofacial procedures
* Skull reconstruction procedures
* Orbital cavity reconstruction procedures

Contraindications

* Surgical situation where increasing surgical time may be detrimental to the
patient.

Substantial Equivalence
(SE) Rational: The Stryker Navigation System - Cranial Module is equivalent in intended use, safety,

and effectiveness to existing devices being marketed by Stryker and Medtronic.

Safety and Effectiveness: The Stryker Navigation System - Cranial Module does not raise any new safety and
efficacy concerns when compared to similar devices already legally marketed.
Therefore, the Stryker Navigation System - Cranial Module are substantially equivalent
to these existing devices. They will be designed and manufactured in accordance with
Stryker Leibinger's and Stryker Instmment's Quality Management System covered by
QSR 21CFR 820.

Submitted by: Becky Ditty

Regulatory Affairs Representative
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Device Name: Stryker Navigation System - Cranial Module

Intended Use

The Stryker Navigation System - Cranial Module is intended as a planning and intraoperative guidance system to enable
open or percutaneous computer assisted surgery. The system is indicated for any medical condition in which the use of
computer assisted planning and surgery may be appropriate. The system can be used for intra-operative guidance where a
reference to a rigid anatomical structure can be identified.

Indications for Use

The system should be operated only by trained personnel such as surgeons and clinic staff. The Cranial Navigation
system supports, but is not limited to, the following surgical procedures:

ENT Procedures

* Endoscopic Sinus Surgery (ESS)
* Intranasal procedures
- Ear implant procedures

Neuro Procedures

* Cranial biopsies
* Puncture of abscesses
* Craniotomies
* Craniectomies
* Resection of tumors and other lesions
* Removal of foreign objects
* Skull base procedures
* Transnasal neurosurgical procedures
* Transphenoidal pituitary surgery
* Shunt placement, including pediatric shunt placement

}Placement of electrodes for recording, stimulation and lesion generation
* Craniofacial procedures
* Skull reconstruction procedures
* Orbital cavity reconstruction procedures

Contraindications

* Surgical situation where increasing surgical time may be detrimental to the patient.

Prescription Use X and/or Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)
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