.
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SECTION 7 - SUMMARY OF SAFETY AND EFFECTIVENESS

KI2/30

(Premarket Notification [510(k)] Number)

AUG 26 2010

| Submitter Information
Manufacturer Name & Address Official Correspondent
Mazor Surgical Technologies Ltd. Ahava Stein
- 7 HaEshel Str. A. Stein — Regulatory Affairs Consultmg
P.O.B. 3104 20 Hata’as St.

Southern Caesarea Industrial Pa}k, 38900  Kfar Saba 44425

ISRAEL

2. Date Prepare:

3. Device Name

Proprietary Name:

Common / Usual
Name:

FDA Classification
MName:

FDA Classification:

4. Predicate Devices

Israel

July 2010

TenZing System

Combination of:

1. Spinal Stereotaxic instrument; and

2. 3-D Reconstruction Tool for Mobile X-Ray Devices

1. 21 CFR 882.4560; Stereotaxu: instrument with product
code HAW.

2. 21 CFR 892.2050; System, image Processmg,
Radiological and product code LLZ.

Class I, Product Code HAW and LLZ

The TenZing System is substantially equivalent to the following devices

Mazor Surgical Technologies

SpineAssist K073467 05/23/2008.

Mazor Surgical Technologies

C-InSight K081672 08/15/2008

469
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5. Device Description ‘
The TenZing system is a device modification of the SpineAssist system, designed to
incorporate both the original SpineAssist system and the C-InSight system in one
workstation. The TenZing console is identical to the SpineAssist console. The system
~ is intended to be used in a variety of hospital locations (e.g., OR, trauma unit, etc.).
* The main components of the TenZing System include: |
A. Workstation
B. SpineAssist accessories:

» Surgical Accessories Kit

+  Setup Kit

0

SpineAssist Device

D. C-InSight accessories:

« Spine Target Kit

« Extremities Target Kit

E. Image Adaptor

e

Spine Assist Disposable kits
G. C-InSight Sterile Sheath Disposable kits

6. Intended Use / Indications

The TenZing System is a combination of the SpineAssist System and C-InSight
System, allowing the C-InSight application to run on the Spine Assist Workstation:

The SpineAssist™ System is indicated for precise positioning of surgical instruments
or implants during general spinal surgery. The SpineAssist™ System may be used in
either open or percutaneous procedures. '

The C-InSight software provides a processing and conversion of 2D fluoroscopic
projections from standard C-Arms into volumetric 3D image. It is intended to be used
whenever the clinician andfor patient benefits from generated 3D imaging of high

contrast objects particularly in orthopedic applications.

Questions? Contact FDA/CDRH/OCE/DID at%%(l)-{H-FOISTATUS@fda.hhs.gov or 301-796-8118
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7. Performance Standards
There are no performance standards under the Federal Food, Drug and Cosmetic Act,

for the TenZing device.

8. Performance Testing
The TenZing System software was subject to software validation testing in accordance
with the FDA Guidance for the Premarket Submissions for Software Contained in

Medical Devices (January 11, 2002).

9. Technological Characteristics Compared to Predicate Device
The technological characteristics, e.g., overall design, materials, mechanism of action,
mode of operation, performance characteristics, etc,, and the intended use of the

TenZing device are substantially equivalent to the predicate device cited above.

Questions? Contact FDA/CDRH/OCE/DID at 8BRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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wé DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room — WO66-G609
Silver Spring, MD 20993-0002

Mazor Surgical Technologies, Ltd.
% Ms. Ahava Stein
Consultant
A. Stein-Regulatory Affairs Consulting
20 Hata’as*St. (POB 124)
Kafr Saba, 44425
ISRAEL A roon
AUG 26 AW
Re: K102130
Trade/Device Name: TenZing System
Regulation Number: 21 CFR 882.4560
Regulation Name: Stereotaxic instrument
Regulatory Class: II
Product Code: HAW and LLZ
Dated: July 27, 2010
Received: July 29, 2010

Dear Ms. Stein:

We have reviewed 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
commerce prior to May 28, 1976, the enactment date of the Medical 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 (PMA).
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. '

If your device is classified (see above) into class II (Special Controls), it may be subject to such
additional controls. Existing major regulations affecting your device can be found in Title 21,
Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA may publish further
announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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medical device-related adverse events) (21 CFR '803); and good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820). This letter
will allow you to begin marketing your device as described in your Section 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus, permlts your device to
proceed to the market. :

If jrou desire specific advice for your device on our labeling regulation (21 CFR Parts 801 and

809), please contact the Office of /n Vitro Diagnostic Device Evaluation and Safety at (301) 796- -

3450. Also, please note the regulation entitled, “Misbranding by reference to premarket

notification” (21 CFR Part 807.97). For questions regarding the reportmg of adverse events
under the MDR regulation (21 CFR Part 803), please go to
http:/fwww.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance. -

You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

- Sincerely yours,

s
Donald J."St.Pierre
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Rad1010g1ca1 Health

Enclosure

- Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(102320

Indications for Use

510(k) Number (if known): K102130
Device Name: TenZing System

Indications for Use:

The TenZing System is a combination of the SpineAssist System and C-InSight System,

allowing the C-InSight application to run on the SpineAssist Workstation:

The SpineAssist™ System is indicated for precise positioning of surgical instruments or
implants during general spinal surgery. The SpineAssist™ System may be used in either open or

percutaneous procedures.

The C-InSight software provides a processing and conversion of 2D fluoroscopic projections
from standard C-Arms into volumetric 3D image.
It is intended to be used whenever the clinician and/or patient benefits from generated 3D

imaging of high contrast objects, particularly for orthopedic applications.

Prescription Use J AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

L4 Cpy 4
{Division Sign-Off) . :
Division of Radiological Devices : Page 1 of 1
Office of In Vitro Diagnostic Device Evaluation and Safety

S10K v/éj (;)[ J@

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 9010-0120
Expiration Date: May 31, 2007.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page 5.

- of Submission
wary 27,2010

!.Uset.E" "’"‘""enLID_{\Iumber

FDA Submission Document Number (if known)

SECTION A TYPE OF SUBMISSION

PMA PMA & HDE Supplement PDP 510(k) Meeting
D Original Submission D Regular (180 day) |:| Qriginat PDP D Original Submission: D Pre-510{K) Meeting
D Premarket Report D Special ‘ [ wotice of Completion D Traditional [ pre-IDE Meeting
I:] Modular Submission |:] Pane! Track (PMA Only) D Amendment io PDP E Special D Pre-PMA Meeting
E] Amendment D 30-day Supplement D Abbreviated (Comptlete D Pre-PDP Meeting
] mepart [ 30-day Notice section 1, Page 5) [ pay 100 Mesting
[] Report Amendment | [_] 135-day Suppiement [] Additianal Information [T Agreement Meeting
] Licensing Agreement "] Real-tims Review D Third Party ] petermination Mesting
D Amendment to PMA l:] COther {specify):
&HDE Supplement
D Other
IDE Humanitarian Device Class 1l Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class |l Designation
{J original Submission | [] Original Submission [] Criginal Submission __(De Navo) (1 513(g)
. ) D Original Submission
D Amendment |:] Amendment |:] Additional information [:] Additional I i D Other
[ supplement [ supplement itional information {describe submission):
D Report
D Report Amendment .
Have you used or cited Standards in your submission? @ Yes D No {If Yes, please complete Section I, Page 5)
SECTION B SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number (if known}
Mazor Surgical Technologies Ltd. 3005075696
Division Name {if applicabile) Phone Number (including area code)
A, ‘ ( 972 )4-6270171
" Sueet Address FAX Number (inciuding area code)
P.O.B 3104 Southern Caesarea Park ( 972 )4-6377234
City State / Province ZIP/Postal Code Country
Caesarea 38900 Israel

Contact Name
Armin Schneier

Contact Title Coniact E-mail Address
QA & Regulatory Manager armin(@mazorst.com

SECTIONC APPLICATION CORRESPONDENT (e.g.. consultant, if different from above)

Company / Institution Name
A, Stein — Regulatory Affairs Consulting

Division Name (if applicable) : Phone Number (including area code)

N.A. ( +972 ) 9-7670002

Street Address FAX Number (including area code)

20 Hata’as St. (POB 124) ( +972 ) 9-7668534

City State / Province ZIP/Postal Code Country )
Kfar Saba 44425 Israel

Contact Name
Ahava Stein

Contact Title Contact E-mail Address
sultant . ahava@asteinrac.com
FORM FDA 3514 (6/05) PAGE 1 of 5 PAGES

PSC Media Ans (30134432354 BF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ]%
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SECTION D1

[J withdrawa

Additional or Expanded Indications
Request for Extensicn
Post-approval Study Protocot

REASON FOR APPLICATION - PMA, PDP, OR HDE

D Change in design, component, or
specification:
Software / Hardware
[ cotor Adeitive

|:| Lecation change:
D Manufacturer
D Sterilizer

D Packager

[:l Request for Agplicant Hoid
Dﬁequest for Removal of Applicant Hold
L—_I Request to Remove or Add Manufacturing Site

[ material
D Specifications
[:] Cther (specify below)

D Process change:

D Labeling change:

D Repart Submission:

D Manufacturing

D Sterilization

D Packaging

D Other (specify below)

[ tndications
D instructions
[:] Performance
[ sheti Lite
D Trade Name

D Response to FDA correspondence:

D Other {specify below}

Annual or Periodic
D Post-approval Study
[:l Adverse Reaction
D Device Defect
D Amendment

(7] change in Ownership
D Change in Correspondent
[l Change of Applicant Address

D Other Reason (specify):

SECTION D2

|:| New Device

D New indication

[_] Addition of tnstitution
Zxpansion / Extension of Study

__. IRB Cenrification

[:] Termination of Study

D Withdrawal of Application
Unanticipated Adverse Effect
Notification of Emergency Use

D Compassionate Use Request

EI Treatment IDE
Continued Access

REASON FOR APPLICATION - IDE

D Change in:
D Correspondent / Applicant
[:] Design / Device
D Informed Consent
[:] Manufacturer
Manufacturing Process
D Protocol - Feasibility
D Protocol - Other
D Sponsor

D Report submission:
D Current Investigator
[:] Annual Progress Report
(1 site waiver Report

D Final

[:] Repose to FDA Letter Concerning:

:l Conditicnal Approval
Deemed Approved

(] Deficient Final Report

:l Deficient Progress Report

|:| Deficient Investigator Report

:| Disapprovai

_—_l Request Extension of
Time to Respond to FDA

D Request Meeting
D Request Hearing

D Other Reason (specify):

SECTION D3

D New Device

REASON FOR SUBMISSION - 510(k}

[:] Additional or Expanded Indications

D Change in Technology

1Zl Other Reason {specify): Modified Device

~ .

FORM FDA 3514 (6/05)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

PAGE 2 of 5 PAGES

1
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ADDITIONAL INFORMATION DN 510(K) SUBMISSIONS

Summary of, or statement conceming,

Product codes of devices to which substantial equivalence is claimed
¥

N " i A
JAW 2| LLZ a safety and effectiveness information
& §10 (k) summary attached

5 - 6 7 [ 510 (x) statement

Information on devices to which substantiaf equivalence is claimed (if known)
fﬂ, 510(k) Number ’g: Trade or Froprietary or Model Name Q Manufacturer

11 K073467 SpineAssist Device Mazor Surgical Technologies

2| K081672 C-InSight System Mazor Surgical Technologies

3

4 4 4

5 5 5

6 ] 6

SECTION F

T e A T

PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification
a) Spinal Stereotaxic Instrument

b} 3-D Reconstruction Tool for Mobile X-Ray Devices

rade or Proprietary or Model Name for This Device *2: Model Number
1| TenZing (a.k.a. Spine Theater) 1| N/A
2 2
3 3
4 4
5 5
FEA document numbers of all prior related submissions {regardiess of outcome)
1 2 3 4 5 6
7 8 g 10 i1 12

Data Included in Submission

L—_I Lahoratory Testing |:| Animal Trials |:| Human Trials
PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS

SECTION G

Product Code C.F.R. Section (if applicable} Device Class .
HAW, LLZ §882.4560, §892.2050 D Class | -@cmé?.li"
Classification Panel D Class ! D Unclassified

Neurology, Radiclogy
Indications (from iabeling)
The TenZing System is a combination of the SpineAssist System and C-InSight System, allowing the C-InSight application to run on the SpineAssist
Workstation:
The SpineAssist™ System is indicated for precise positioning of surgical instruments or implants during general spinal surgery. The SpineAssist™
System may be used in either open or perctitaneous procedures.
C-InSight software provides a processing and conversion of 2D flucroscopic projections from standard C-Arms into volumetric 3D image. It is

I_L +ded to be used whenever the clinician and/or patient benefits from generated 3D imaging of high contrast objects, particularly for orthopedic

upplications. \

FORM FDA 3514 (6/05) PAGE 3 of 5 PAGES

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Note: Submission of this information does not affect the need 1o submit a 2891
or 2891a Device Establishment Registration form.

ZTION H

E Original FDA Establishment Registration Number
gind 3005075696

D Add |:| Delete

FOA Document Number (if known)

Manufacturer
D Contract Manufacturer

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

l:l Contract Sterilizer
D Repackager [/ Relabeler

Company / Institution Name
Mazor Surgical Technologies Lid.

Establishment Registration Number

3005075696

Division Name (if applicabie)
N.A.

Phone Number fincluding area code)

( 972 )4-6270171

Strest Address
P.0.B 3104 Southern Caesarea Park

FAX Number (including area code)

( 972 )4-6377234

FDA Establishment Registration Number

D Original
DAdd N D Delete

D Manufacturer
D Contract Manufacturer

City State / Province ZIP{Postal Code Country
Caesarea 38900 Israel
Contact Name Contact Title Contact E-mail Address
Armin Schneier QA & Regulatory Manager armin@mazorst.com

[ contract Sterilizer
[:l Repackager / Relabeler

Company / Institution Name

Establishment Registration Number

Division Name (if applicable}

- Phone Number {including area code)

st Address

FAX Number {including area cods}

City

State / Province

ZIF/Postal Code Country

Contact Name Contact Title

FDA Establishment Registration Number

D Original .
[Jada [ oelete

D Manufacturer
|:| Contract Manufacturer

Contact E-mail Address

D Contract Sterilizer
D Repackager / Relabeler

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

( )
Street Address FAX Number (including area code)
( )
City State / Province ZIPfPostal Code Country

Contact Title

Contact Name

FORM FDA 3514 (6/05)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Contact E-mail Address

PAGE 4 of 5 PAGES
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SECTION | UTILIZATION OF STANDARDS

Mnte: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard”

wnent.
Standards No. Standards Standards Title Version Date
Organization

60601-1 IEC Medical electrical equipment - part 1: general 1988 +1990 +

1 requirements for safety 1: collateral standard: safety Amendments
requiremenis for medical electrical systerns

60601-1-2 IEC Medical Electrical Equipment, Part 1-2: Collateral 2007

2 Standard: Electromagnetic Compalibility — Requirements

and Tests

Please include any additional standards to be cited on a separate page.

Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing dala sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Food and Drug Administration
CDRH (HFZ-342}

9200 Corporate Blvd.
Rockville, MD 20850

An agency may not conduct or sponser, and a person is not required to respond to, a collection of information unless it displays a currently vatid OMB control

FORM FDA 3514 (6/05) : PAGE 5 of 5 PAGES

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 7/&/
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MAZOR

Surgical Technologies

System/Software Test Results
(STR) for

SpineAssist Version

Document information:

Project Name SpineAssist

Project Number (b) (4)

Document No.

Revision History:

Date R]e_‘:?::n . Author EI\ICo O " Change Description
27.01.2010 N N o
24.08.2009 N

Approvals:

(b)(4)

CONFIDENTIAL for internal use only

Copyright (c) as an unpublished work by Mazor Surgical Techrologies Ltd., 2001

This document and the information contained in it is for Mazor Surgical Technologies Ltd. internal
use only and shail not be used, published, disclosed or disseminated outside of Mazor Surgical
Technologies Ltd. in whole or in part without Mazor Surgieal Technologies Ltd.’s consent. This

document QuAtENS MenacSuPHeNRHinpldE &l CRRBFIPIMABS @iikehitegewsor 301-796-8118
T S
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION 6 ~- TRUTHFUL AND ACCURATE STATEMENT

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
(As Required by 21 CFR 807.87 (j))
I certify that, in my capacity as QA & Regulatory Affairs Manager of Mazor Surgical

Technologies, Ltd., I believe to the best of my knowledge, that all data and information

submitted in the premarket notification are truthful and accurate and that no material

(b)(6)

Signature

fact has been omitted.

Mr. Armin Schneier,

QA & Regulatory Affairs Manager

Typed Name and Title

Mazor Surgical Technologies, Ltd.

Company

July 1, 2010
Date
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SECTION 1 - INDICATIONS FOR USE

510(k) Number (if known):

Device Name: TenZing System

Intended Use Statement:

The TenZing System is a combination of the SpineAssist System and C-InSight

System, allowing the C-InSight application to run on the SpineAssist Workstation:

The SpineAssist™ System is indicated for precise positioning of surgical instruments
or implants during general spinal surgery. The SpineAssist™ System may be used in

either open or percutaneous procedures.

The C-InSight software provides a processing and conversion of 2D fluoroscopic
projections from standard C-Arms into volumetric 3D image.
It is intended to be used whenever the clinician and/or patient benefits from generated

3D imaging of high contrast objects, particularly for orthopedic applications.

Prescription Use OR Over-The-Counter Use__
(Pér 21 C.F.R. 801 Subpart D) (Optional Format Subpart
0)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

' 7
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w(é DEPARTMENT OF HEAL'TH & HUMAN SERVICES Public Health Service

pLI

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room — W066-G609
Silver Spring, MD 20993-0002

Mazor Surgical Technologies, Ltd.

% Ms. Ahava Stein

Consultant

A. Stein-Regulatory Affairs Consulting
20 Hata’as*St. (POB 124)

Kafr Saba, 44425

ISRAEL

Re: K102130
Trade/Device Name: TenZing System
Regulation Number: 21 CFR 882.4560
Regulation Name: Stereotaxic instrument
Regulatory Class: 1I
Product Code: HAW and LL.Z
Dated: July 27, 2010
Received: July 29, 2010

Dear Ms. Stein:

We have reviewed 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
commerce prior to May 28, 1976, the enactment date of the Medical 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 (PMA).
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.

If your device is classified (see above) into class Il (Special Controls), it may be subject to such
additional controls. Existing major regulations affecting your device can be found in Title 21,
Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA may publish further
announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \ ‘
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medical device-related adverse events) (21 CFR 803); and good mariufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820). This letter
will allow you to begin marketing your device as described in your Section 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classificafion for your device and thus, permlts your device to
proceed to the market. -

If YO{l desire specific advice for your device on our labeling regulation (21 CFR Parts 801 and

809), please contact the Office of In Vitro Diagnostic Device Evaluation and Safety at (301) 796~ -

5450. Also, please note the regulation entitled, “"Misbranding by reference to premarket
notification” (21 CFR Part 807.97). For questions regarding the reporting of adverse evenis
under the MDR regulation (21 CEFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default. htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, Interational and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

http:/fwww, fda gov/cdrhfmdustry/sugport/mdex html

Sincerely yours,

b

Donald J."St.Pierre

Acting Director

Division of Radiological Devices

Office of In Vitro Diagnostic Device
Evaluation and Safety:

Center for Devices and Radiological Health

Enclosure

~ Questions? Contact FDA/CDRH_/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Q_, :
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SECTION 4 - PRODUCT LABELING

This section includes the proposed product labeling for the TenZing system. This
section includes the TenZing User Guide (provided in Appendix 4-1), TenZing System
Brochure (provided in Appendix 4-2), and the device paékage labels (provided in
Appendix 4-3).

48 (_)0
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APPENDIX 4-1

TENZING USER GUIDE

]

M:\Mazor Roboticsy
Spine Theater Special

‘ 49 '
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© Copyright MAZOR SURGICAL TECHNOLOGIES 2010. All rights reserved.

The copyright and proprietary rights in the User Guide belong to MAZOR SURGICAL
TECHNGLOGIES. '

It is strictly forbidden to copy, duplicate, sell, lend or otherwise use this User Guide in
any way, shape or form without the prior consent of MAZOR SURGICAL
TECHNOLOGIES.

This product 1s based on sofrware developed by MAZOR SURGICAL TECHNOLOGIES.
Redistribution and use in source and binary forms are permitted, provided that the above
copyright notice and this paragraph are duplicated in all such forms and that any
documentation, advertising materials and other materials related to such distribution and
use, acknowledge that the software was developed by MAZOR SURGICAL
TECHNOILOGIES.

THIS SOFTWARE IS PROVIDED “AS IS” AND WITHOUT ANY EXPRESS OR
IMPLIED WARRANTIES, INCLUDING, WITHOUT LIMITATION, THE IMPLIED
WARRANTIES OF MERCHANTIBILITY AND FITNESS FOR A PARTICULAR
PURPOSE.

All other trademarks used in this document are the property of their respective owners.
Caution:
US Federal Law restricts this device to sale by or on the order of a physician.

Contact Information

MAZOR Surgical Technologies Lid.

P.O.B 3104 Southern Caesarea Park 38900 Israel
Telephone:972-(0)4-6270171

Fax: 972-({0)4-6377234

e-mail: support@mazorst.com

Website: www.mazorst.com

MAZOR Surgical Technologies Ine.
4361 Shackleford Road

Noreross, GA 300093

Telephone: (770) 564-5790

Fax: (770) 564-5791

Toll Free: (800) 70-MAZOR
e-mail: usa@mazorst.com
Website: www.mazorst.com

Authorized Representative in Europe:

MEDNET GmbH

Borkstrasse 10,

48163 Muenster, Germany

Telephone: +49 251 32266-0

Fax: +49 251 32266-22

Website: www.medneteurope.com; e-mail: info{@medneteurope.com
For additional marketing information: info@mazorst.com '
Website: www.mazorst.com

Service: support{@mazorst.com

Mazor Surgical Technologies Catalog No: TSD0032-0f Rev. A 2
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Preface

The Preface contains the following information
relating to the use of the TenZing system:

Mazor Surgicat Technologies 573 4
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e Conventions Used in this Manual

e Safety Warning and Compliance Labels
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Conventions Used in this Manual

To enhance readability, emphasized text and graphic symbols are used to idendfy
important Warnings, Cautions, Procedure Instructions and special Notes.
Examples of these elements are shown below:

Points of Emphasis

Italic or bold text denotes points of emphasis.

A

=Y

Warnings

Warnings provide important information and are used to identify conditions or actions, which
will result in equipment damage if the instructions are ignored. These are set off by horizontal

bars, and are accompanied by the warning graphic in the margin.

Cautions
Cautions are used to identify conditions or actions that may result in equipment damage or
malfunction if the instructions are ignored. These are set off by horizontal bars, and are
accompanied by the caution graphic in the margin.

Notes
Two types of notes are used in the manual to idendfy mandatory and general
information, as shown in the examples below.

Mandatory notes are used to identify procedures that must be performed to ensure normal or

optimal system performance. These are set off by horizental bars, and are accompanied by
the mandatory note graphic in the margin.

General notes provide non-mandatory information as a general guide to the user.

These are set off by horizontal bars, and are accompanied by the general note graphic in the

margin.

lllustrations

The graphics and drawings provided in this manuat are for the purposes of
illustration and reference only. The specifications on which they are based are
subject to change without notice.

Procedure Instructions
Procedures are numbered and accompanied by the steps graphic in the margin.
For example:

Follow these steps to open a file:

1. Select Open from the File menu.

2. Navigate to the file to open and select it.
3. Click OK.

S5

Mazor Sergical Technologies
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Help

.

;_-‘_?JA Help button has been provided on all screens {located on the right of

the instruction line). This enables the user to access on the system User

Guide, if required.
Holding the mouse cursor over the button evokes the display of a hint
window with the message: Open the User Manual on the relevant page.

Se : ;

Mazor Surgical Technologies
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Safety Warning and Compliance Labels

The TenZing system is fitted with safety warning and compliance labels. These are
adhered to the Workstation rear panel. For a definition of mdividual symbols, see below.

Symbol Definition

Identifies degree of protection against
electric shock.

Class | - Type B applied equipment
enclosed

qualified servicing personnel.

Caution! Consult accompanying
documents for safety instructions.

j.t
Warning! Electric Shock Hazard
High Voltage present in equipment
Do not remove cover. Refer servicing to

Danger! Equipment not suitable for use in
/1 the presence of a FLAMMABLE
ANAESTHETIC MIXTURE with AIR or
with OXYGEN OR NITROUS OXIDE.

CE Certification Mark

Rl

Waste Electrical and Electronic
Equipment (WEEE) Disposal

This symbol indicates that waste
electrical and electronic equipment must
not be disposed of as unsorted municipal
waste and must be collected separately.
Please contact an authorized
representative of the manufacturer for
information concerning the
decommissioning of your equiprent.

=%

Mazor Surgical Technologies g
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Warnings

Warnings Use of the TenZing system requires the user to observe the warnings detailed
below:

e The TenZing system should only be used by qualified, medical professionals who have
been thoroughly trained and qualified to use the system.

e Accessory equipment connected to the analog and digital interfaces must be certified
according to the respective IEC standards (e.g. IEC 60601-1-1 for medical
equipment). Furthermore, all configurations must comply with the system standard
IEC 60601-1-1. With the exception of the connection to the fluoro imaging system
or the removable data media (CD or DOK), no other devices should be connected
to the TenZing .

o  The TenZing system is not suitable for use in the presence of a flammable, anesthetc
mixture containing: atr, oxygen or nitrous oxide. Position the TenZing system at least
25e¢m (10 in) from any source of flammable gas.

e Warning on clecrromagnetic or other types of interference:

The TenZing system has been tested according to EN 60601-1-2 standards and is
therefore suitable for work in a surgical room environment where the other
equipment has also been tested accordingly. )

Cautions

Cautions Use of the TenZ:’ng system requires the user to comply with the following
precautionary instructions:

The system has been tested with an external UPS. The system should be powered by an
equivalent UPS system with the following ratings:

* Power: 1000V A
« Input voltage: 115/230V AC
* Frequency: 50/60Hz with surge protection

» Compliance with standard:  EN 55022-B (for UPS only)
» Before moving the TenZing system from room to room, shut down power to the
system, disconnect and store all cables.
* The TenZing system has been tested and found suitable for usc in the following
countries:
United States and Japan: 110-120 V AC, 5.0 Amps at 60 Hz
Outside the U.S. and Japan:  220-240 V AC, 2.5 Amps at 50 Hz

Warnings Current that exceeds these ratings will overfoad the isolation transformer, causing
a serious safety hazard, which could resuft in explosion, fire, and/or irreparable darmage to the
system!

® The TenZing system contains no user-repairable parts. For repair or replacement of
any part of the system, contact Mazor Surgical Technologies technical support.

=01
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Chapter 1

System Overview

This chapter contains a general overview of the TenZing system and provides
information on the following:

e About the TenZing System
o [eatures and Benetits of the TenZing System
e Indications for Use

e TenZing Components

Mazor Surgical Technologies Sk 10
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About the TenZing System

TenZing is a sofrware product, combines two of Mazor Surgical Technologies' capabitities:

the SpincAssist and the C-InSight.

The SpineAssist application enables the surgeon to plan and execute screws or any other
trajectories insertion to vertebrae. This goal is achieved by pre-operation planning of the
implant (for example screw) insertion on CT data. During the operation the planned
positions are located and projected on Fluoro image relative to the robot posidon while
the robot is then guided to the acmal position.

The C-InSight application is a software based product, which converts a sequence of
Two-dimensional fluoroscopy images into a 3D volume, intraoperatively.

The C-InSight computer is connected to a tradidonal C-Arm in the operation room and
grabs all images from the C-Arm. Using a tracking algorithm, the C-InSight software is
able to convert a continues scan around the region of interest into a 3D image intra-

operatively.

The TenZing is a workstation which conrains all C-InSight and SpineAssist components.
This allows the physician to perform SpineAssist procedures and C-InSight procedures as
independent applications, as we know it today. Farther more, the TenZing allows the
surgeon to perform SpineAssist procedure and get an intra-operative 3D verification using
the C-InSight application. That way, the surgeon can get a real time feedback regarding

implants positioning,

\e3” The TenZing User Guide is supplementary to the SpineAssist User
Manual and the C-InSight User Manual. For detailed information and
operating instructions, refer to the appropriate User Manual,

Mazor Surgical Technologies @O 11
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Features and Benefits of the TenZing System

Both SpineAssist® and C-InSight™ create an Enhanced Synergy:
® Enable an extremnely accurate execution
e  Optimize Surgical Outcomes
® Reduce exposure to harmful X-ray radiation
e Simplifies complex procedures

¢ Immediate 3D images from existing OR C-Arm equipment

Indications for Use

The TenZing Svstern is a combination of the SpineAssist System and C-InSight System,

allowing the C-InSight application to run on the SpincAssist Workstaton

The SpineAssist™ System is indicated for precise positioning of surgical instruments or
tmplants during general spinal surgery. The SpineAssist™ Systern may be used in cither

open or pcrcutaneous pL’OCCdLlICS,

The C-InSight software provides a processing and conversion of 2D fluoroscopic
projections from standard C-Arms into volumetric 3D image .
It is intended to be used whenever the clinician and/or patient benefits from generated

3D imaging of high contrast objects, particularly for orthopedic applications.

Mazor Surgical Technologies
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TenZing Components

The TenZing main components, basic and optional accessories are described below.
Note that the some parts are applicative and configured for independent sale and

operation
The main components of the TenZing System include:

A. Workstation
B. SpineAssist accessories:
®  Surgical Accessories Kit
e Sewp Kit
C. SpineAssist Device
D. C-InSight accessories:
e Spine Target Kic
e Extrermties Target Kt
E. Image Adaptor
F. SpineAssist Disposable kits
G. C-InSight Sterile Sheath Disposable kits

All accessories are exactly the same as in the SpineAssist device and the C-InSight device,

described in the independent User Manuals

For part numbers, refer to Appendix A.

" Mazor Surgical Technologies &7 13
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Chapter 2

Getting Started

This chapter outlines the procedures required to get started using the TenZing system
and also contains general information regarding the following:

« Overview of Procedure Stages’
»  SpineAssist Procedure
» C-InSight Procedure

« Intra-operative Verification

Mazor Surgical Technologies - GG 17
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Overview of Procedure Stages

The TenZing system allows the user to use the known SpineAssist and C-InSight
applications from the same workstation

Additionally, the TenZing allows the user to perform C-InSight 3D scans during
SpineAssist procedure, to get better evaluation regarding the spine surgical procedure

SpineAssist Procedure

The SpineAssist application allows user to place and find trajectories over patient's spine,
according to pre-operative planning,

The system helps the surgeon to execute his planning with high accuracy and in
stmplicicy.

The SpineAssist Procedure includes the following steps:

e Sewp
e Planning
® operation

All SpineAssist stages and capabilites are described in the SpineAssist User Manual.
For further SpineAssist information, refer to SpineAssist User Manual.

C-InSight Procedure

The C-InSight application allows the surgeon to get real time 3D view of anatomy.
During operation, surgeon is able to perform C-InSight scan, using a standard C-Arm.
The C-InSight software converts the C-Arm data into 3D slices, which surgeon can view
and manipulate in the C-InSight viewer.

The C-InSight Procedure includes the following steps:

¢  Setup
® Scan
e View

All C-InSight stages and capabilites are described in the C-InSight User Manual.
For further SpineAssist information, refer to C-InSight User Manual.

Mazor Surgical Technologies G4 18
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Intra-operative Verification

The TenZing allows the user to combine the SpineAssist and C-InSight applications in
order to increase clinical benefit.

By performing intra-operative C-InSight scan during SpineAssist procedure, user can
verify implants location.

Intra-operative verificaton contains the following steps:

e SpincAssist System Semp
® SpineAssist Planning

¢  SpineAssist Operation

e C-InSight Scan

® C-InSight View

System Setup Procedure

The system setup procedure is performed by an OR team member to prepare the TenZing
system for the SpineAssist and C-InSight procedures.

L/ For detailed instructions on SpineAssist Setup Procedure, refer to the information provided in
SpineAssist User Manual.

Planning Procedure

The planning procedure is performed by the clinician pre-operatively. The planning
procedure is part of the SpineAssist Application

v /  For detailed instructions on SpineAssist Planning Procedure, refer to the information provided
in SpineAssist.User Manual.

Operation Procedure

The operation procedure is performed in the OR. The operation is pact of the
SpineAssist procedure.

During operation, clinician executes his pre-operative planning, using the SpineAssist
Dewvice.

In the TenZing System, clinician is able to perform intra-operative 3D scan, using C-
InSight capabilities.

' /' For detailed instructions on SpineAssist Operation Procedure, refer to the information
provided in SpineAssist User Manual.

Mazor Surgical Technologies . CR 19
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Scanning Procedure

The scanning procedure is performed in the OR and is part from the C-InSight
application.

Whenever clinician feels that he will get a benefir from intra-operative 3D scan, he is able
to open the C-InSight application and to scan the patient.

In tme of 2 minutes, clinician will be able to view the 3D results.

To go back to the Spinedssist Operation, clinician clicks a burton and continues from
where he stopped.

3D intra-operative scan is available during the whole SpineAssist operation procedure
and can be repeated.

25,/ For detailed instructions on performing this infra-operative Scanning Procedure, refer 1o the
information provided in C-InSight User Manual.

Viewing Procedure

C-InSight viewer provides the user to view and manipulate the 3D reconstructed volume.
At the moment the image processing is done, the application uplozids automatically the
C-InSight viewer. '

User is able to go back to SpineAssist Operation procedure any tirne.

B/ For detailed instructions on C-InSight Viewer, refer to the information provided in C-InSight
User Manual.
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Chapter 3

Performing Intra-Operative
Verification

This chapter describes and explains the TenZing system Intra-operative verification,
as follows:

Overview
Accessing the TenZing System

Performing Intra-operative Verification scan
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Appendix A

TenZing Components

Appendix A describes and explains the
TenZing external main components
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TenZing Main Components

Part Part Number
SpineAssist Workstation TPLOOCL-04
Part Part Number
Surgical Accessories Kit KIT0156-C1
Setup Kit KITO080-01
Part Part Number
SpineAssist Device ASMO0075-02
Part Part Number
SpineAssist Device ASMO075-02
Part Part Number
Spine Target Kit KITOI30-01
Extremities Target Kit KITO131-0t
Part Part Number
Image Adaptor KIT0181-01
Part Part Number
Bed Mount Disposable Kit KITO105-01
Clamp Disposable Kit KIT0109-01
Minimally Invasive Disposable Kit KITO116-01
Thoracic Clamp Disposable Kit KITO112-01
Part Part Number
C-InSight Sterile Sheath Spine KIT0102-01
C-InSight Sterile Sheath Extremities KIT0190-01
Mazor Surgical Technologies 28
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Appendix B

Troubleshooting

Appendix B describes and explains the easy steps
required for troubleshooting the system.
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System Troubleshooting

The TenZing system is a combination of C-InSight and SpineAssist applications.

All SpineAssist and C-InSight messages are relevant and described in the specific user
manual. :

In the SpineAssist and C-InSight user manﬁals user will find instructions to handle the
following situations:

SpineAssist troubleshooting —
s Generl
¢ Planning
Operation setup
Operating room — general messages

Acquisition in the operating room

Registration
& Setup
®  Operating room — MSG device

C-InSight troubleshooting —
e General Messages
e  Operation Setup
e Operatng Room
» Managing Data
» Uulites
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Appendix C

License and Warranty Information

Appendix C describes and explains the TenZing system
with regard to General Terms and Conditions

Mazor Surgical Technologies
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License and Warranty Information

ARTICLE 1 - SUMMARY

These General Terms and Conditions are entered into berween Mazor Surgical
Technologies (“Mazor”, “we”, “us”, or “our”), an Israeli company, having a prncipal
place of business of in Ceasarea Israel and the company, hospital, center, or corporation

LEIRY

identified above (“Customer”, “you”, or “your™).

The purpose of these General Terms and Conditions is to set forth the general terms and
conditions that will apply w all services performed by Mazor and all products sold or
licensed by Mazor 10 you. The specific terms and conditdons on which such services and
products will be provided will-be set forth in one or more separate Purchase Order
Form(s).

The provisions of these General Terms and Conditions shall automatically be
incorporated into each Purchase Order Form, unless otherwise expressly set forth
therein. In the event of a specific conflict between the provisions of these General Terms
and Condidons and provisions of any Purchase Order Form, these General Terms and
Conditions shall control.

ARTICLE 2 -CERTAIN DEFINITIONS

As used herein, the following terms shall have the following meanings:

“Affiliates” means subsidiaries of Mazor and/or its parent company, Mazor Surgical
Technologies Ltd. “Documentation” means the installadon mnstructions and user
manuals supplied to Customer by Mazor pertaining to the operation of the Integrated
System.

“Effective Date” means the date that the parties encer into these General Terms and
Conditons as evidenced by the last date set forth in the signature blocks below or as set
forth in the applicable Purchase

Order Form.

“Integrated System” means the integrated system specified in the Purchase Order Form,
including, without imitation, the TenZing , Mazor Software, the Third-Party Software
and the Related Products.

“Installadon Site” means the location(s} or Customer’s address specified in the Purchase
Order Form to where the Integrated System will be delivered and where it will be
assembled and installed in accordance with the terms of this Agreement.

“Licensed Software” means, collectively, the Mazor Software and the Third-Party
Software.

" “Mazor Software” means (i) the object code form of the Mazor software applications
identified in the Purchase Order Form and provided to Customer by Mazor hereunder;
(i) the Documentation pertaining thereto; and (iif) any updates, modifications,
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maintenance releases, bug fixes or work-arounds to such software that Mazor may
provide Customer from time to time.

“Related Products” means kits of disposable clamps, AP and lateral targets, clamping
tool and C-Arm caltbradon phantom.

“Third-Party Sofrware” means (i) any software owned by a person or a company other
than Mazor and provided to Customer by Mazor hereunder; (it) the Documentation
pertaining thercto; and (itf) any updates, modifications, maintenance releases, bug fixes or
work-arounds to such software that Mazor may provide Customer from dme to tme.

ARTICLE 3 - PURCHASE AND SALE; LICENSE

3.1 Purchase and Sale of the Integrated System.

Subject to the terms and conditions herein, Mazor hereby agrees to sell, transfer and
convey to Customer, and Customer hereby agrees 1o purchase from Mazor, the TenZing
and Related Products, if any, identified on the Purchase Order Form.

3.2 Use of the Licensed Software.

Mazor grants to Customer the following licenses:

(1) A limited, non-exclusive, non-transferable license (without the nght to sublicense) to
use the Mazor Software solely for Customec’s internal business purposes in connection
with the operation of the TenZing and Related Products, and subject to the additonal
restrictions, if any, set forth in the Purchase Order Form; and

(i) A limited, non-exclusive, non-transferable sublicense (without the right to grant
further sublicenses) to use (subject to the additional terms and condittons specified by
the owner of such software) the Third-Party Software solely for Customer’s internal
business purposes in connection with the operation of the TenZing and, Related
Products, and subject to the additional restrictions, if any, set forth in the Purchase
Order Form.

The Licensed Software is provided, and is authorized to be installed, executed, and used,
only in machineteadable, object code form.,

3.3 Delivery and Installation of the Integrated System.

If so specified on the applicable Order Fortn, Mazor will use commercially reasonable
efforts to deliver, assemble and install the Integrated System at the Installation Site on or
before the Installation Date that may be specified in the Purchase Order Form. Mazor
will not be responsible for delays in assembly or installation of the Integrated System
caused by events or circumstances beyond its reasonable control.

3.4 Registration.

It is Mazor’s responsibility to ensure that the TenZing delivered to Customer by Mazor
will carry a CE mark and FDA approval.
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3.5 Restrictions.

No copying or use of the Licensed Software by Customer other than as expressly
authorized by this Agreemenr is permitted. Withour limitng the generality of the
foregoing, Customer will not

(i) Reverse engineer, decompile or modify the Licensed Software in any manner, nor will
Customer incorporate the Licensed Software, in whole or in part, in any other product,
or create derivative works based on the Licensed Software;

(i) Manufacrure, sell or otherwise commercially exploit the Licensed Software, except in
support of Customer’s own internal business operations; or

(it)) Sublicense, transfer, pledge, lease or rent, or share its rights to the Licensed Software
in connection with the operation of the TenZing and Related Products.

Customer shall not remove any copyright, trademark, proprictary rights, disclaimer or
warning notice included on or embedded in any part of the Licensed Software.

Customer shall not install the Licensed Software anvwhere but the Installadon Siee
without Mazor’s prior written consent (which consent shall not be unreasonably
withheld); provided, however, that Customer may transfer the Licensed Software to
another location temporarily i the event of an interruption of computer operations at
the Installarion Site.

3.6 No Implied License.

Except for the express license granted herein, no other licenses to the Licensed Software
are granted by Mazor by implication, estoppels or otherwise.
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ARTICLE 4 - OBLIGATIONS OF CUSTOMER

4.1 Site Preparation.

Customer, at its expense and prior to delivery and installavon of the Integrated System at
the I[nstallation Site, shall prepare the lnstallation Site and any required equipment in an
appropriate manner and shall cause the Installation Site to conform to any utility, cimate
control, and communication interface specifications that Mazor or the manufacturers or
vendors of the Integrated System may supply

4.2 Inspection of the Integrated System.

If Mazor delivers the Integrated System to the Installation Site, Customer shall promptly
inspect the Integrated System upon its arrival at the Instaliaton Site and shall noufy
Mazor if Customer finds any nonconformiry or defect in such Integrated System.

4.3 Installation.

If Mazor installs the Integrated System at the Instailatdon Site, Customer shall provide
Mazor with reasonable assistance and access in order that Mazor may install and maintain
the Integrated System at the Installaton Site. ’
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ARTICLE 5 - OWNERSHIP

5.1 Licensed Software and TenZing.

As berween Customer and Mazor, Mazor and/or its Affiliates and/or its suppliers shall
own all right, title and interest in and to the Licensed Software. This Agreement does not
transfer or convey to Customer or any third party any right, tide or interest in or to the
Licensed Software or any associated intellectual property rights, but only a limited right
of use revocable in accordance with the terms of this Agreement. Mazor and/or its
Affiliates and/or its suppliers is also the solec owner of all intellectual property rights
associated with the TenZing and the Related Products.

ARTICLE 6 — INDEMNIFICATION

6.1 Indemnity.

Mazor agrees to defend Customer and pay any final judgment or settlement in
connection with any third-party claim based on infringement or misappropriation of U.S,
copyrights,

Patents, trade secrets, or other propretary rights of any third party arsing out of
Customer’s use of the Integrated System.

The foregoing indemnification obligations of Mazor are condngent upon Mazor being
promptly notfied of such claim, having the sole autherity to defend and settle such
claim, and receiving the reasonable assistance of Customer in connection therewith at
Mazor’s expense.

6.2 Right to Procure or Modify.

If a claim of infringement under this Article 7 occurs, or if Mazor determines that a claim
is likely to occur, Mazor will have the right, at its sole discretion, to either:

(i) Procure for Customer the right or license to continue to use the Integrated System
free of the infringement claim; or

(i) Modify the Integrated System to make it non-infringing. [f these remedies are not
reasonably available to Mazor, Mazor may, at its option, terminate this Agreement. In
such event, Custotner shall return the Integrated System and all related Documentation
and material to Mazor, and Mazor shall refund to Customer the then current depreciated
value of any TenZing and Related Products. For purposes of this Section 7.2, the
depreciation shall be an equal amount per month calculated over a depreciable period of
sixty (60) months.
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6.3 Indemnity Exclusions.

Notwithstanding the foregoing, Mazor has no obligation with respect to any claim of
infringement that s based upon or arises out of:
() The use or combination of the Integrated System with any hardware, software,
products, data or other materials not specified or provided by Mazor;
(i) Customer’s use of the Inregrated System other than in accordance with
Documentation or Mazor’s written directions or policies; or

() Use of Customer’s own equipment.

6.4 Exclusive Remedy.

THE PROVISIONS OF THIS ARTICLE 7 STATE THE SOLE AND EXCLUSIVE
OBLIGATIONS AND LIABILITY OF MAZOR AND ITS LICENSORS AND
SUPPLIERS FOR ANY PATENT, COPYRIGHT, TRADEMARK, TRADE SECRET
OR OTHER INTELLECTUAL PROPERTY RIGHTS INFRINGEMENT ARISING
OUT OF OR RELATING TO THE INTEGRATED SYSTEM AND THIS
AGREEMENT. THE PROVISIONS OF THIS ARTICLE 7 ARE IN LIEU OF ANY
IMPLIED WARRANTIES OF NONINFRINGEMENT, ALL OF WHICH ARE
DISCLAIMED.

6.5 Customer Indemnification.

Customer shall indemnify Mazor against any third party claims against Mazor for
damages and loses arising out of its use of the Integrated System.
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ARTICLE 7 - WARRANTIES AND LIMITATIONS

7.1 Limited Warranty and Disclaimer

7.1.1 TenZing as an Advisor to the Surgeon.

The TenZing was designed to help provide surgeons with morte precise and
reliable positioning of surgical tools within the spine vertebrae. In no way does
the TenZing replace the surgeon.

All decisions during the procedure are to be made solely by the surgeon. At any
stage during surgery, the surgeon may reject the TenZing ’s counsel and continue
the surgery using methods, procedures and devices of the surgeon’s choosing,
The surgeon should and must rejecr the advice of TenZing if the surgeon
believes, in his/her professional judgment that such course of acton is in the
best interest of the patdent.

It is important to emphasize that the TenZing technology is not capable,
designed or meant to alter, replace, modify, override or substitute for in any way
the clinical and medical judgment, professional assessment and practical common
sense necessarily used by the surgeon who performs the surgery. The product has
been developed solely as an advisory svstem with the inherent and common
limitations of advisory systems.

7.1.2 TenZing Warranty.

Mazor warrants that the TenZing will be free from defects in materials and
workmanship and that the Mazor Software shall conform in all material respects
to any specifications supplied in writing by Mazor {the "Warranty") for a period
of twelve (12) months from the date of installation; this Warranty will be in effect
only if the Customer sends Mazor the warranty form, signed by the Customet,
for the TenZing that was installed at the Installation Site, within 30 days of the
date of installation. Mazor's sole responsibilicy under this Warranty will be to
repair or replace, at its option, the TenZing if found to be defective in material or
workmanship.

A defective TenZing will be shipped at the Customer's expense to Mazor's repair
facility in the United States (Mazor will mstruct the exact address as part of the
Return Material Authorization (“RMA”™)), provided however, that prior to such
shipment the Customer makes a request for remurn by contacung Mazor’s
technical support center requesting a RMA pursuant to a specific form provided
to the Customer by Mazor and such RMA 1s acknowledged by Mazor
(“Acknowledged RMA™), which acknowledgement will not be unreasonably
withheld. The damaged goods that are covered by an Acknowledged RMA will
be repaired or replaced and will be reshipped to the Customer at Mazor's
expense.

Any tampering with or modificatdon of the TenZing or any Products related
thereto without Mazor's prior written consent will invalidate this Warrancy.

This Warranty relates to the TenZing only, and not to any other part of the
Integrated System, including but not limited to the Related Products and the
Licensed Software.
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Mazor's sole obligation and Customet's sole and exclusive remedy, for breach of
the foregoing warranty is to repair or replace the TenZing , or, at the discretion
of Mazor, to refund all related license and purchase fees paid by Customer.

7.1.3 Condidons Precedent.

Anything herein to the contrary notwithstanding, Mazor shall bear no
responsibility for correcting, curing, or otherwise remedying any nonconformity
or defect in the Integrated System (or any other breach with respect to the
condition or operation of the Integrated

Systemn) 1f

(1) Customer performs its own installation of the Integrated System and the
Integrated

System is not properly installed;

(2) The Integrated System is not maintained and operated under normal
conditions by qualified personnel;

(3) The Tntegrated System incorporates spare or replacement parts or Customer’s
equipment other than those purchased under this Agreement;

(4) The Integrated System has been altered, abused, misused, or taken apart;

(5) The nonconformity or defect {or other breach with respect to the condition
or operation of the Integrated System) has not been reported to Mazor within 30
days after the discovery thereof by Customer; or

(6) The nonconformity or defect (or other breach with respect to the condition
or operation of the Integrated System) has arisen as a result of damage to the
Integrated System occutring subsequent to delivery thercof to the Installation
Site, unless, in any sech case, such event or condition directly results from the
fault or negligence of Mazor.

7.1.4 Disclaimer.

WITH THE SOLE EXCEPTION OF THE PRECEDING
UNDERTAKINGS, TO THE

EXTENT PERMITTED BY APPLICABLE LAW, MAZOR DISCLAIMS
ANY AND ALL PROMISES, REPRESENTATIONS, AND WARRANTIES,
EXPRESSED OR IMPLIED, WITH RESPECT TO THE INTEGRATED
SYSTEM (INCLUDING THE TENZING , THE RELATED PRODUCTS,
THE THIRDPARTY SOFTWARE, AND THE MAZOR SOFTWARE)
INCLUDING ITS CONDITION, AND THE EXISTENCE OF ANY
LATENT OR PATENT DEFECTS. MAZOR AND ITS SUPPLIERS
SPECIFICALLY DISCLAIM ANY IMPLIED WARRANTIES OF TITLE,
NONINFRINGEMENT, MERCHANTABILITY AND FITNESS FOR A
PARTICULAR PURPOSE WITH RESPECT TO THE INTEGRATED
SYSTEM. IN ADDITION, MAZOR FURTHER DISCLAIMS ANY AND
ALL  PROMISES, REPRESENTATIONS, AND  WARRANTIES,
EXPRESSED OR IMPLIED, WITH RESPECT TO THE NATURE AND
QUALITY OF ANY OTHER PERFORMANCE BY MAZOR
HEREUNDER.
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7.2 Limitation of Liability.

EXCEPT FOR CLAIMS UNDER ARTICLE 7, MAZOR’S LIABILITY FOR ALL
CLAIMS ARISING OUT OF THIS AGREEMENT, WHETHER IN CONTRACT,
TORT OR OTHERWISE, SHALL BE LIMITED TO THE AMOUNT OF FEES
PALID BY CUSTOMER TO MAZOR UNDER THIS AGREEMENT.

7.3 Exclusion of Consequential Damages.

In no event shall Mazor or its affiliates, licensors, or supphiers, be liable to Customer or
any third party for any indirect, special, punitive, or consequential damages arising from
or tn relation to this Agreement or the Integrated System, however caused and regardless
of theory of liability, including, without limitation, bodily or personal injury, loss of life,
lost profits, costs of delay, any failure of delivery, or liabilities to third parties arising from
any source, even if Mazor has been advised of the possibility of such damages.

Except for the express warranties sert forth above, Mazor disclaims any other warranty to
any Customer or any third party, expressed or implied, including, but not himited to,
implied warrantes of merchantability and fitness for a particular purpose.

Mazor makes no warranty for any third party products or components (including the
Third Party Software and Related Products) that are shipped with, or as part of, the
TenZing and/or Integrated System. Such manufacturers may provide their own
warranties and/or teons and conditions, if any; and Customer ot any third party shall
look exclusively to the manufacturer of such products or components in connection with
any defect or error related thereto.

ARTICLE 8 - FORCE MAJEURE.

If either party is prevented from performing any of its obligations under this Agreement
due to any cause beyond the party's reasonable control, including, without limitation, an
act of God, fire, flood, explosion, war, strike, embargo, government regulation, civil or
military authority, acts or omussions of carriers, transmitters, providers, vandals, or
hackers (a "force majeurc event") the ume for that party's performance will be extended
for the period of the delay or inability to perform due to such occurrence; provided,
however, that Customer will not be excused from the payment of any sums of money
owed by Customer to Mazor.
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ARTICLE 9 - MISCELLANEOUS.

The relationship of Mazor and Customer established by this Agreement is that of
independent contractors. Neither party tnay assign this Agreement, in whole or in part,
either voluntarily or by operation of law, without the prior written consent of the other
party.

This Agreement is solely for the benefit of the parties and their successors and permitted
assigns, and does not confer any rights or remedies on any other person or entity;
provided, however, Customer agrees that certain third party suppliers ©o Mazor arc third
party beneficiaries to this Agreement, and certain of the provisions hereof are made
expressly for the benefit of such suppliers and may be enforceable by such suppliers in
addition to Mazor. This Agreement and all aspects of the relationship between the parties
shall be governed by the internal laws of the State of New York, exclusive of its contlict
of laws principles. The parties consent and agree that the courts of the State of New
York are the exclusive forum for litigation of any claim arising under this Agreement.
The application of the United Nations Convention on Contracts for the Internatonal
Sale of Goods is expressly excluded.

This Agreement and the related Purchase Order Form shall constitute the entire
agreement between Mazor and Customer with respect to the subject matter hereof.

No failure of either party to exercise or enforce any of its rights under this Agreement
shall act as a waiver of subsequent breaches; and the waiver of any breach shall not act as
a waiver of subsequent breaches.

Customer agrees that it will not distribute, transmit, or transfer any copy of the LlCCﬂde
Software except in compliance with 1.S. export laws and regulations. In the event any
provision of this Agreement is held by a court of competent jurisdiction to be
unenforceable, that provision will be enforced to the maximum extent permissible under
applicable law, and the other provisions of this Agreement will remain in full force and
effect.
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APPENDIX 4-2

TENZING SYSTEM BROCHURE

]

M:\Mazor Robotics\
Spine Theater Special
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Tenzing — more than the sum of its components

SpineAssist® and C-InSight™ create an Enhanced Synergy:

= |lmprove Pre-operative planning

« Enable an extremely accurate execution

¢ Optimize Surgical Outcomes

= Reduce exposure to harmful X-ray radiation

» Simplifies complex procedures

» Immediate 3D images from existing OR C-Arm equipment

), Mazor
4 et A by deem

Company Headquarters

Mazor Surgical Technologies Ltd.

Tel: + 972-(0)4-627-017%;

Fax: +972-(0)4-637-7234

PQ Box 3104, Southern
Caesarea Park 38900, Israel
E-mail: info@mazorst.com:

Web: www.mazorst.com

USA Office

Mazor Surgical Technologies Inc.

Tel: {770)-564-5790
Fax: {770)-564-5791
4361 Shackleford Road
Norcross, GA 30093

E-mail; usa@mazorst.com
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Authorized Representative in Eurcpe:
MEDNET GmbH

Borkstrasse 10.

48163 Muenster, Germany

Tele: +49 251 32266-0

Fax: +48 251 32266-22
www.medneleusope . com

E-mait: info@medneteurope.com

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301 -796-81\{"—\
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APPENDIX 4-3

PACKAGE AND DEVICE LABEL

]

M:\Mazor Robotics\
Spine Theater Special
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APPENDIX 5-1:

DECLARATION OF CONFORMITY WITH DESIGN
CONTROLS
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Daeging e Dilference

Mazor

Surgical Technologies

Declaration of Conformity with Design Controls

Mazor Surgical Technologies Ltd., hereby declares that as required by the risk
analysis, all verification and validation activities for the TenZing system were
performed by the designated individual(s) and the results demonstrated that the

predetermined acceptance criteria were met.

Furthermore, Mazor Surgical Technologies Ltd., declares that its manufacturing
facility is in conformance with the design control procedure requirements, as specified

in 21 CFR 820.30 and the records are available for review, upon request.

(b)(6)

Signature

Mr. Armin Schneier,

QA & Regulatory Affairs Manager

Typed Name and Title

Mazor Surgical Technologies, Ltd.

Company

July 1, 2010

Date

102 q
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SECTION 2 - DESCRIPTION OF MODIFIED DEVICE
1.1 INTRODUCTION

The TenZing system (a.k.a. Spine Theater or TenZig) is a device modification of the
SpineAssist system (K073467), designed to incorporate both the original SpineAssist
system (manufactured by Mazor Surgical Technologies Ltd. and cleared under 510(k)
No. K073467) and the C-InSight system (manufactured by Mazor Technologies Ltd.
and cleared under 510(k) No. K081672) into one workstation.

This Special 510(k) submission describes engineering changes made to combine two of
Mazor's FDA cleared devices into a single device providing the features of both original
devices. The original devices were not modified, except for the software changes
needed to allow simultaneous operation of both devices from a single console. This
submission refers in general to the effects of the modifications on the combination of

the original devices.

TenZing is a software product, which combines two of Mazor Surgical Technologies'

capabilities: the SpineAssist and the C-InSight, both FDA cleared devices.

The SpineAssist application enables the surgeon to precisely position surgical -
instruments or implants during general spinal surgery. This is achieved through pre-
operation planning and virtual placement of the surgical instrument or implant (e.g., a
screw) based on the patients’ CT data. During the surgical procedure the pre-planned
instrument or implant positions are located and projected on Fluoroscopy images
relative to the SpineAssist device position while the SpineAssist arm is then guided to
the actual position. The SpineAssist is described in previously cleared 510(k)
submissions K033413, K051676, K063607 and K073467.

The C-InSight application is a software based product, which converts a sequence of

two-dimensional fluoroscopy images into a 3D volumetric image, intraoperatively. The

8
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda:hhs.gov or 301 -796-8$BD
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C-InSight computer is connected to a traditional C-Arm in the operating room and grabs
all images from the C-Arm. Using a tracking algorithm, the C-InSight software is able
to convert a continuous scan around the region of interest into a 3D image, intra-
operatively. The C-InSight is described in the previously cleared 510(k) submission
KO081672.

The TenZing 1s a workstation which contains all C-InSight and SpineAssist
components. This allows the physician to perform SpineAssist procedures and C-
InSight procedures as independent applications, but using the same workstation
console. Furthermore, the TenZing allows the surgeon to perform SpineAssist
procedures and obtain an intra-operative 3D verification using the C-InSight
application. Thus, the surgeon can obtain real time feedback regarding instrument

and/or implant positioning.

9
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1.2 GENERAL DEVICE INFORMATION

The TenZing system is a portable console with a few accessories. It comprises the
SpineAssist device and the C-InSight device. The TenZing console is identical to the
SpineAssist console. The original devices were not modified, except for the software

changes needed to allow simultaneous operation from a single console.

This system is intended to be used in a variety of hospital locations (OR, trauma units,
etc.), therefore it is designed to be easy for shipping and handling and with the smallest
number of external parts and accessories besides the workstation. All external devices

have standard storage containers.

The main components of the TenZing System include:

A. Workstation
B. SpineAssist accessories:
« Surgical Accessories Kit
«  Setup Kit
C. SpineAssist Device
D. C-InSight accessories:
» Spine Target Kit
- Extremities Target Kit‘
E. Image Adaptor
F. Spine Assist Disposable kits
G. C-InSight Sterile Sheath Disposable kits

All afore-mentioned accessories are exactly the same as in the SpineAssist device and
the C-InSight device, described in the previously cleared 510(k) submissions K073467
for the SpineAssist and K081672 for the C-InSight. ‘

10
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128 Worksiation Console

The TenZing workstation is based on the dedicated SpineAssiat Workstation console,
The workstation containg the bllowing ftems:

«  Toueh Screen

s Kevbouard and mouse

o SpmwAssist Device

»  Computer {see hardware requircments)

»  PDU

«  {omiroller

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDREHI-FOISTATUS@fda.hhs.gov or 301-796-8118-;
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1.2.2  Operator Interface

The TenZing software is installed over the computer and includes the following
components:

« TenZing Interface

« SpineAssist Interface

« C-InSight Interface

1.2.3  Applications

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CD’R&—!-FOISTATUS@fda.hhs.gov or 301 -796-8}/@ S
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1.2.4  Data Management

(b)(4)

1.3 ACCESSORIES

The Accessories that are supplied with the device are:

SpineAssist Surgical Accessories Kit
SpineAssist Setup Kit

C-InSight Extremities Target Kit
C-InSight Spine Target Kit

mo o we

Image Adaptor 9"/12"
All accessories are identical to the previously cleared SpineAssist and C-InSight

accessories, and are described in the previously cleared 510(k) submissions.

The TenZing application does not require any additional new accessories.

Questions? Contact FDA/CDRH/OCE/DID at CE}R‘%—LFOISTATUS@fda.hhs.gov or 301 -796-8%
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1.4  PRINCIPLES OF OPERATION

(b)(4)

15
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(b)(4)

1.3 STERILIZATION

The TenZing application does not have any dedicated accessories or disposable parts.
TenZing application is a software product and does not include any sterilized parts.
There are accessories and disposables which belong to the SpineAssist and the C-
InSight. Those accessories and disposables are described in previously cleared 510(k)

submissions.

16
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1.6 TECHNICAL CHARACTERISTICS

(b)(4)
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APPENDIX 2-1: FIGURES

Figure 3 - TenZing Workstation (Engineering Drawing)
Figure 4 — TenZing Flow Chart

Figure S - TenZing Application — Use of C-InSight
Application with SpineAssist Device mounted

19
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(b)(4)
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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
4,,‘_} U.S. Food and Drug Administration
“*vaaq Center for Devices and Radiological Health

Document Mail Center ; WO66-G609
10903 New Hampshire Avenve
Silver Spring, MD 20993-0002

July 30, 2010

MAZOR SURGICAL TECHNOLOGIES LTD. 510k Number: K 102130

C/O A. STEIN REGULATORY AFFAIRS CONSULTING Received: 7/29/2010

20 HATA'AS ST. Product: TENZING SYSTEM
KFAR SABA

ISRAEL 44425

ATTN: AHAVA STEIN

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k} of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, if the 510(k} submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC) at the above letterhead address. Correspondence sent to any address other than the one above
will not be considered as part of your official 510(k) submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008

- 2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at

http://www.fda.cov/IMedicalDevices/DeviceRegulationandGuidance/Overview/MedicaiDeviceUserFeeandMod

ernizationActMDUFMA/default.htm

for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form
(Form 3654) and submit it with their 510(k). The form may be found at

http://www.fda.gov/AboutF DA/ReportsManualsForms/Forms/default.htm.

" We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form http://www.fda,gov/AboutFDA/ReportsManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA
submissions. The agency-has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

LS
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; Product and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Serwce Act,
Added By Title VIII of The Food and Drug Administration Amendments ‘Act of 2007”
“http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
's/PremarketNotification510k/ucm134034.htm. According to the draft guidance, 510(k) submissions that do not
contain clinical data do not need the certification form.

Please note the following documents as they relate to S10(k) review: 1) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
‘Original BLLAs and BLA Supplements”. This guidance can be found at
hitp://'www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. Please
refer to this guidance for information on a formalized interactive review process, 2) Guidance for Industry and FDA
Staff entitled, "Format for Traditional and Abbreviated 510(k)s". This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/

ucm084365.htm. Please refer to this guidance for assistance on how to format an original submission for a
Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
s0, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket YourDevice/PremarketSubmissio
ns/ucm134508.html. In addition, the 510(k) Program Video is now available for viewing on line at
hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/PremarketNotificationS 1 0k/ucm070201 .htm .

Please ensure that whether you submit a $10(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as per
21 CFR 807.93, it meets the content and format regulatory requirements.

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the status
of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their
internet address http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default htm. If you have
procedural questions, please contact the 510(k) Staff at (301)796-5640.

Sincerely,

S10(k) Staff

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 l 6
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APPENDIX 5-4

List of Software Changes to SpineAssist and C-InSight System

Software

]

M:\Mazor Robotics)
Spine Theater Spedial

Questions? Contact FDA/CDRH/OCE/DID at CDBE{F GIBTATUS @fda.hhs.gov or 301-796-8118

ENGN



Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

SpineAssist Software Changes
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Surgical Technolagies

) MAZOR

System/Software Test Results
(STR) for

C-Insight Version

Document information:

Project Name C-Insight

Project Number (b)(4)

Document No.

Revision History:

Date R;‘::;?n Author El\ﬁ) O Change Description

om =3 (b)(4)

b))

CONFIDENTIAL for internal use only

Copyright (¢) as an unpublished work by Mazor Surgical Technologies Ltd., 2001

This document and the information contained in it is for Mazor Surgical Technologies Ltd. internal
use only and shall not be used, published, disclosed or disseminated cutside of Mazor Surgical

Technologigsdstindn wdmplebindBrL e IOMAEBRAYEISThToENaloRIs b dr s5ona6n, fEhis
document contains Mazor Surgical Technologies Lid. B:ggetary trade secrets L&/\Q
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MAZOR

Burgical Tuchnologios

System/Software Test Results
(STR) for

Document information:

Project Name

TenZing

Project Number

Document No,

Revision History:

Date

Revision
Level

ECO

Author No.

Change Description

29.03.2010

TenZing Ve

Approvals:

e

(b)(4)

CONFIDENTIAL for internal use only

Copyright (¢) as an unpublished work by Mazor Surgical Technologies Litd., 2001

This document and the information contained in it is for Mazor Surgical Technologies Ltd. internal
use only and shall not be used, published, disclosed or disseminated outside of Mazor Surgical
Technologies Ltd. in whole or in part without Mazor Surgical Technologies L.td.’s consent. This
document contains Mazor Surgical Technologies Ltd. proprietary trade secrets
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APPENDIX 5-2:

RISK ANALYSIS DOCUMENT

]

M:\Mazor Robotics\
Spine Theater Special
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trictuine e Difference

Mazor

Surgical Technologies

Risk Analysis for TenZing System

Document information:

Project Name TenZing System
Document No, |

Revision History:

Revision ECO e
Date Level Author No. leil_ge Description
a0 e L version
Approvals:

(b)(4)

CONFIDENTIAL for internal use only
Copyright (c) as an unpublished work by Mazor Surgical Technologies Ltd., 2001

This document and the information contained in it is for Mazor Surgical Technologies
Ltd. internal use only and shall not be used, published, disclosed or disseminated
outside of Mazor Surgical Technologies Ltd. in whole or in part without Mazor
Surgical Technologies Ltd.’s consent. This document contains Mazor Surgical
Technologies Ltd. proprietary trade secrets :

Questions? Contact FDA/CDRH/OCE/DID at CDR‘-QU!’STATUS@fda.hhs.gov or 301-796-81 180},
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510(k) Review
K102130
Traditional Abbreviated Special _ X

Contact: Ahava Stein
A. Stein- Regulatory Affairs Consulting
20 Hata’as St.
Kfar Saba 44425
Israel
Tel: +972-9-7670002
Fax: +972-9-768534
E-mail: ahava@asteinrac.com

Company Name: Mazor Surgical Technologles Ltd.
Address: 7 HaEshel Str.
P.0.B. 3104
Southern Caesarea Industrial Park, 38900
Israel

510(k) Number: k102130
Trade Name: TenZing System

Dated:  July 25, 2010
Received: July 29, 2010

Product Code: HAW Class: 11 FR Classification No.: 21 CFR 882.4560
LLZ 11 21 CFR 892.2050

Manufacturing Address: 7 Ha’Eshel St.
Southern Caesarea Industrial Park, 38900

Israel

Common Name: Stereotactic spinal instrument / Radiological image processing software

(b)(5)
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Kang, S. Andrew

. From: Ahava [ahava@asteinrac.com]
Sent:  Wednesday, August 25, 2010 7:48 AM
To: Kang, S. Andrew
Subject: RE: Special 510(k), TenZing System, k102130

Dear Andrew,

(4)

Thanks,
Ahava

WRENHER AN LR TR AL TR I A LA A AT A AR A kA e dhrd ok dedk

A. Stein - Regulatory Affairs Consulting Ltd.
Beit Hapaamon (Suite 102)

20 HaTaas Str. (P.0.B. 124)

Kfar Saba 44425 ISRAEL

Tel: +872-8-7670002

Fax: +972-9-7668534

E-mail: ahava@asteinrac.com

. B L T e a s o2 T e e e T e T )

This message and any included attachments are from A. Stein - Regulatory Affairs Consutting and are intended
only for the addressee(s). The information contained herein may include trade secrets or privileged or otherwise
confidential information. Unauthorized review, forwarding, printing,copying, distributing, or using such information
is strictly prohibited and may be unlawful. If you received this message in error, or have reason to believe you are

not authorized to receive it, please promptly delete this message and notify the sender by e-mail.

From: Kang, S. Andrew [mailto:S.Kang@fda.hhs.gov]
Sent: Monday, August 23, 2010 6:27 PM

To: 'Ahava’

Subject: RE: Special 510(k), TenZing System, k102130

Mr. Stein,

(b)(4)

Andrew Kang, MD /} )
Reviewer

CDRH/OIVD/DRAD

. From: Ahava [mailto:ahava@asteinrac.com]

ions? N 8 -796-
8/25/2010 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 l

0
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Sent: Sunday, August 22, 2010 3:36 AM
To: Kang, S. Andrew
Subject: RE: Special 510(k), TenZing System, k102130

Dear Andrew,

(b)(4)

Thanks,
Ahava

AEE AR TR AR TRk Rk r kAT AA AR AR AR Rk dededded b d kb

A. Stein - Regulatory Affairs Consulting Litd.
Beit Hapaamon (Suite 102)

20 HaTaas Str. (P.O.B. 124)

Kfar Saba 44425 ISRAEL

Tel: +972-9-7670002

Fax: +972-9-7668534

E-mail: ahava@asteinrac.com

AEkEhEEh kbt kdrhrrhkddhdiddrdhddbdhddbddddrdriite

This message and any included attachments are from A. Stein - Reguiatory Affairs Consulting and are
intended only for the addressee(s). The information contained herein may include trade secrets or
privileged or otherwise confidential information. Unauthorized review, forwarding, printing,copying,
distributing, or using such information is strictly prohibited and may be unlawful. If you received this
message in error, or have reason to believe you are not authorized to receive it, please promptly delete this
message and notify the sender by e-mail.

From: Kang, S. Andrew [mailto:S.Kang@fda.hhs.gov]
Sent: Friday, August 20, 2010 12:08 AM

To: ‘ahava@asteinrac.com’

Subject: Re: Special 510(k), TenZing System, k102130

Mr. Ahava Stein,

(b)(4)

8/25/2010

Andrew Kang, MD ﬂ . W%

CDRH/OIVD/DRAD

. Information from ESET NOD32 Antivirus, version of virus signature database 5385
(20100821)

' The message was checked by ESET NOD32 Antivirus.

htip://www.eset.com

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18\ \
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Information from ESET NOD32 Antivirus, version of virus signature database 5394

. (20100824)

The message was checked by ESET NOD32 Antivirus.

hitp://www.eset.com

R/25/2010 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \Q_,
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Kang, S. Andrew

From: Ahava [ahava@asteinrac.com]
Sent: Sunday, August 22, 2010 3.36 AM
To: Kang, S. Andrew

Subject: RE: Special 510(k), TenZing System, k102130
Attachments? .............................................................

Dear Andrew,

(b)(4)

Thanks,
Ahava

ANk Now R WREH LK RN AR AAT RN NN

A. Stein - Regulatory Affairs Consulting Lid.
Beit Hapaamon {Suite 102)

20 HaTaas Str. (P.Q.B. 124)

Kfar Saba 44425 ISRAEL

Tel: +972-9-7670002

Fax: +972-9-7668534

E-mail: ahava@asteinrac.com

HEEARE AT AR AR RN NI RN A AR AAAXKRERAHAT AR AEE AN

This message and any included attachments are from A. Stein - Regulatory Affairs Consulting and are intended only for the

addressee(s). The information’contained herein may include trade secrets or privileged or otherwise canfidential information.

Unauthorized review, forwarding, printing,copying, distributing, or using such information is strictly prohibited and may be

untawful. If you received this message in error, or have reason to believe you are not authorized to receive it, please
. promptly delete this message and notify the sender by e-mail. .

From: Kang, S. Andrew {mailto:S.Kang@fda.hhs.gov]
Sent: Friday, August 20, 2010 12:08 AM

To: 'ahava@asteinrac.com’

Subject: Re; Special 510(k), TenZing System, k102130

(b)(4)

Andrew Kang, MD /f} ’ QAK
CDRH/OIVD/DRAD

Information from ESET NOD32 Antivirus, version of virus signature database 5385 (20100821)

The message was checked by ESET NOD32 Antivirus.

. http://www gset.com

8/23/20 1 0 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \g
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Indications for Use

510(k) Number (if known): K102130
Device Name: TenZing System

Indications for Use:

The TenZing System is a combination of the SpineAssist System and C-InSight System,
allowing the C-InSight application to run on the SpineAssist Workstation:

The SpineAssist™ System is indicated for precise positioning of surgical instruments or
implants during general spinal surgery. The SpineAssist™ System may be used in either open or
percutaneous procedures.

The C-InSight software provides a processing and conversion of 2D fluoroscopic projections
from standard C-Arms into volumetric 3D image.

It is intended to be used whenever the clinician and/or patient benefits from generated 3D

imaging of high contrast objects, particularly for orthopedic applications.

Prescription Use ¥ AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Page 1 of 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \\.‘
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A-.(Sfez’n/\_m__

REGULATORY AFFAIRS CONSULTING
Beit Hapa'amon (Box 124)
20 Hata'as St., 44425 Kfar Saba ISRAEL
Tel: +972-9-767-0002 Fav- +072.9.766-8534
E-mail 5

July 25,2010

Food and Drug Administration FDA CDRHDMC
Center for Devices and Radiological Health
Document Mail Center WO66-G609

10903 New Hampshire Avenue Received
Silver Spring, MD 20993-0002

USA

JuL 2 9 2016,

Re: Special 510(k) — TenZing System: Device Modification for the
SpineAssist Device (K073467)

Attention: Document Mail Clerk
o

Mazor Surgical Technologies Ltd., has requested that | represent them in the capacity
of authorized regulatory agent for the purpose of obtaining FDA marketing clearance
for the TenZing System. It is in that capacity that | am communicating with you. The
TenZing System is a device modification of the SpineAssist System (K073467),
designed to incorporate both the original SpineAssist System (manufactured by Mazor
Surgical Technologies Ltd. and cleared under 510(k) No. K07346) and the C-InSight
device (manufactured by Mazor Technologies Ltd. and cleared under 510(k) No.

K081672) in one workstation.

Attached please find the Special Premarket Notification submission for the TenZing

System. A table of contents for this 510(k) is presented following the cover letter.

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Q/S
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Following is information required under 21 CFR 807.87 and suggested by FDA

guidelines:

Type of 510(k) submission: Special

Device type: Combination of:
a. Spinal Stereotaxic Instrument; and

b. System, Image Processing, Radiological

510(k) Submitter:  Mazor Surgical Technologies Ltd.
7 HaEshel Str.
P.O.B. 3104
Southern Caesarea Industrial Park, 38900
ISRAEL
Tel: +972-4-6270171
Fax: +972-4-6377234

E-mail: armini@mazorst.com

Official
Correspondent: Ahava Stein
A. Stein — Regulatory Affairs Consulting
20 Hata’as St.
Kfar Saba 44425
[srael
Tel. +972-9-7670002
Fax. +972-9-7668534

E-mail: ahava@asteinrac.com

: 14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This is to notify you of the intention of Mazor Surgical Technologies Ltd., to

manufacture and market the following device:
Device trade or proprietary name: TenZing System

Common Name: Combination of:
a) Spinal Stereotaxic Instrument; and

b) 3-D Reconstruction Tool for Mobile X-Ray Devices

Classification and Product Code: The subject of this Special 510(k} is the TenZing

System, with the CFR classification section:

a) For the SpineAssist - 882.4560; Stereotaxic Instrument with product code HAW.

b) For the C-InSight - 892.2050; System, Image Processing, Radiological and product
code LLZ.

Device Class and Panmel: Stereotaxic instruments are Class Il devices. The
classification panel is the Néurology Devices Panel. A Radiological Image Processing

System is also a Class Il device. The classification panel is the Radiology Panel.
Intended Use: Refer to 510(k) indications for use form.
Establishment Registration Number: 3005075696

514 Performance Standards: There are no mandatory performance standards under

the Federal Food, Drug and Cosmetic Act, for this type of device.

Manufacturing Location:

Mazor Surgical Technologies Ltd.

7 HaEshel Str.

P.O.B.3104

Southern Caesarea Industrial Park, 38900
ISRAEL

; <
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 q«
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Reason for Submission: Device modifications - combination of two cleared devices -

from the same manufacturer.

Substantial Equivalence: The TenZing System is based on and is substantially
equivalent to a combiﬁation of the following devices: SpineAssist System
(manufactured by Mazor Surgical Technoldgies and the subject of 510(k) document
no. K073467) and C-InSight System (also manufactured by Mazor Surgical
Technologies and the subject of 510{k) document no. K081672)

A comparison table and detailed discussion are presented in Section 3 of this

application.

Proposed Labeling: The user’s instructions for the TenZing System are attached in
Section 4 (Product Labeling). These instructions describe TenZing System procedures,
its intended use and the directions for its use. A product brochure and package label is

also included in the Product Labeling Section.

Confidentiality: Mazor Surgical Technologies Ltd, considers its intent to market the
TenZing Spinal System in the USA as confidential commercial information. The
Company has not disclosed its intent to market this device to anyone except its
employees, others with a financial interest in the Company, its advertising or law
firms, and its consultants, The Company, therefore, requests FDA not to disclose the
existence of this application until such time as final action on the submission is taken.
In addition, some of the material in this application may be trade secret or confidential
commercial or financial information within the meaning of 21 CFR § 20.61 and
therefore not disclosable under the Freedom of Information Act, even after the
existence of the application becomes public. We ask that FDA consult with the
Company as provided in 21 CFR § 20.45 before making any part of this submission
publicly available.

This document presents additional information and data that are intended to establish
substantial equivalence and meet the requirements of a 510(k). This supportive
information is divided into the following sections:

4 .
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 16
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. Indications for use statement’
Description of the modified device
Comparison to the cleared device

Product labeling

U S R

Summary of the design control activities, including Declaration of Conformity
with Design Controls
Truthtul and Accurate Statement

7. 510(k) Summary of Safety and Effectiveness

| trust that the information included in this application will be adequate to allow for its
prompt review. If you have any questions or comments, please don’t hesitate to contact
me at the following telephone number: +972-9-767-0002 or fax number: +972-9-

7668534 or e-mail address: ahava@asteinrac.com .

Sincerely Yours,

(b)(6)

Ahava Stein
A. Stein - Regulatory Atfairs Consulting, for
Mazor Surgical Technologies Ltd.

5
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Q:_]
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APPENDIX 5-3

SOFTWARE TESTING

]

_____________ M:\Mazor Robotics_\
1 - SRS for TenZing Version ~ 5pneTheaterspecal

]

.......... . M:\Mazor Robotics}.
2 - STP for TenZing Version  Spne Mheater Speci

R M_:\Ma zor Robotics:\
3-STD for TenZing Version Spine Theater Special

)

M:\Mazor Robotics\

il

R M:\Mazor Robotics_\
5-STD for SpineASSiSt Version .Splne Theater Special

__________ i

____________ M \Mazor Robotics_\
6 - STR for SpineAssist Versior Spine Theater Specil

"""""" 0

M:\Mazor Robotics\,

7-0TS Va]idation fOI' SpiHEASSist Spine Theater Special

]

...........

............

8 - STD for C-InSight Versior

___________ M:\Mazor Robotics\

9 .STR for C-IDSlght Version Spine Theater Special

116
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SECTION 3 - COMPARISON TO CLEARED DEVICE

The TenZing system is a device modification of the SpineAssist system, designed to
incorporate both the original SpineAssist system (cleared under 510(k) No. K073467)
and the C-InSight system (cleared under 510(k) No. K081672), both manufactured by

Mazor Ltd., into one workstation.

The comparison of the modified combined system, with the original, unchanged
systems (SpineAssist system cleared under 510(k) No. K073467 and the C-InSight
system cleared under 510{k) No. K081672) is provided to demonstrate substantial
equivalence regarding the intended use of the system and the basic technological

characteristics of the application.

A comparison table is provided in the following pages, comparing the intended use and
technological characteristics of the modified TenZing system to the predicate

SpineAssist and C-InSight systems.

A discussion of the similarities and differences between the modified TenZing system
to the SpineAssist system cleared under K073467 and the C-InSight system cleared

under K081672 is found following the comparison table.

23
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COMPARISON TABLE:

TENZING SYSTEM

Intended Use and SPINE ASSIST SYSTEM C-INSIGHT SYSTEM
Technological CLEARED UNDER CLEARED UNDER
Characteristics K073467 K081672
Product Code / HAW/ HAW/ LLZ/

Class Class Il Class I Class 11

Intended Use

For precise positioning of

surgical instruments or
implants during general
spinal surgery. The
SpineAssist system may
be used in either open or

percutaneous procedures.

Provides processing and
conversion of 2D
fluoroscopic projections
from standard C-arms
into volumetric 3D
image.

It is intended to be used
whenever the clinician
and/or patient benefits
from generated 3D
imaging of high contrast
objects particularly for
orthopedic applications.

For precise positioning of

surgical instruments or
implants during general
spinal surgery. The
SpineAssist system may
be used in either open or
percutaneous procedures.

Provides processing and
conversion of 2D
fluoroscopic projections
from standard C-arms
into volumetric 3D
image. '

[t is intended to be used
whenever the clinician
and/or patient benefits
from generated 3D
imaging of high contrast
objects particularly for
orthopedic applications.

System major SpineAssist including SpineAssist C-InSight
modules C-InSight application
System components | Workstation Workstation Workstation

SpineAssist accessories
SpineAssist device
C-InSight accessories

SpineAssist accessories
SpineAssist device

C-InSight accessories

Dimensions 1.96 x .77 x .55m (77 x 1.96 x .77 x 55m (77 x 91.6x49.7x77.6cm

30 x 22in) 30 x 22in)
Weight 125 Kg 125 Kg 30Kg
Power 110-120 VAC /60 Hz 110-120 VAC/ 60 Hz 110-120 VAC / 60 Hz
Requirements 220-240 VAC / 50 Hz 220-240 VAC/ 50 Hz 220-240 VAC /50 Hz
Patient Contact .| Same as SpineAssist and | Biocompatible Biocompatible
Materials C-InSight

24
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DISCUSSION OF SIMILARITIES AND DIFFERENCES:

INTENDED USE:

The TenZing system is a device modification of the SpineAssist system, designed to
incorporate both the original SpineAssist system (cleared under 510(k) No. K073467)
and the C-InSight system (cfeared under 510(k) No. K081672), both manufactured by
Mazor Ltd., into one workstation. As such, the TenZing system is substantially
equivalent to both the original SpineAssist system and the C-InSight system. 510(k)

Summaries of both the predicate devices are provided in Appendix 3-1.

The TenZing system is intended for the combined intended uses of the SpineAssist
system and the C-InSight system. The SpineAssist is intended for use for precise
positioning of surgical instruments or implants during general spinal surgery. The
SpineAssist system may be used in either open or percutaneous procedures. The C-
InSight is intended for use to provide processing and conversion of 2D fluoroscopic
projections from standard C-arms into volumetric 3D image. It is intended to be used
whenever the clinician and/or patient benefits from generated 3D imaging of high

contrast objects particularly for orthopedic applications.

The TenZing system, combining both predicate device SW applications, is intended
(when activating the SpineAssist application) for use for precise positioning of surgical
instruments or implants during general spinal surgery. It may be used in either open or
percutaneous procedures. The TenZing system is also intended for use (when
activating the C-InSight application) to provide processing. and conversion of 2D
fluoroscopic projections from standard C-arms into volumetric 3D image. It is
intended to be used whenever the clinician and/or patient benefits from generated 3D

imaging of high contrast objects particularly for orthopedic applications.

Thus, the intended use of the modified device is substantially equivalent to that of the

combination of the predicate devices.
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TECHNOLOGICAL CHARACTERISTICS:

The TenZing system has the same basic technological characteristics as the predicate
devices, i.e., the SpineAssist and the C-InSight systems. The original devices were not
changed, except for the modifications required for operating both software programs
from the same workstation. The modified TenZing system has the same device
components consisting of a workstation, software applications, user interface and
display. The modified device uses the same mechanism of action, with no change. The
TenZing console is identical to the original SpineAssist console. The original devices
were not modified, except for the software changes needed to allow simultaneous
operation from a single workstation. The software changes were validated and are

described in more detail in Section 4 — Summary of Design Control Activities.

The specifications of the modified device are also identical to the specifications of the

predicate devices, as the software applications were not changed.
SUMMARY

The intended use and technological characteristics of the modified system are
substantially equivalent to the intended use and technological characteristics of the
combination of predicate SpineAssist and C-InSight systems. The SpineAssist system
specifications within the TenZing system are identical to the specifications of the
original SpineAssist system and the C-InSight system specifications within the
TenZing system are identical to the specifications of the original C-InSight system.
The minor differences in system design do not raise new safety or effectiveness

concerns.

Due to the changes performed in the software (to allow operation of both software
programs from the same console), the modified device was subjected to the following
tests:

o Software Testing according to FDA Guidelines
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The software test results show that the changes made to the modified system do not

raise new safety or effectiveness concerns.

Consequently, it can be concluded that the modified SpineAssist system, i.e., the
TenZing system, is substantially equivalent to a combination of the SpineAssist system
cleared under K073467 and the C-InSight system cleared under K081672, and
therefore, may be legally marketed in the USA.

27
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 a



Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

APPENDIX 3-1

Predicate Device 510(k) Summaries:

1. 510(k) Premarket Notification Summaries fbr the SpineAssist
System (K073467)

2. 510(k) Premarket Notification Summary for the C-InSight
(K081672)
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510(k) Premarket Notification Summaries for the SpineAssist System
(K073467)

)

M:\Mazor Robotics\
Spine Theater Special

]

M:\Mazor Robotics\
Spine Theater Special
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Name of the device:

SpineAssist™ System

Trade or proprietary name, if applicable:

SpineAssist™ Systern

Common or usual name:

Surgical Navigation System / Image Guided Surgery

Page 5-2
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SECTIONS - 510(K) SUMMARY OF SAFETY & EFFECTIVENESS
SPINEASSIST™ SYSTEM
MAY 23 2008
510(k) Number K O T 3467
Applicant’s Name:
Company name: Mazor Sﬁrgical Technologies Ltd.
Address: 7 HaEshel Str.
P.O.B. 3104
Southern Caesarea Industrial Park 38900
ISRAEL
Tel.: +972-4-6270171
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e-mail: Armin{@mazorst.com
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Company name: A. Stein — Regulatory Affairs Consulting
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20 Hata’as Str. (Box 124)
Kfar Saba 44425
_ ISRAEL
Tel: + 972-9-7670002
Fax: +972-9-7668534
e-mail: asteinra@netvision.net.il
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Establishment Registration No.:

3005075696

Classification Name:

Stereotactic Instrument

Classification:

FDA has classified Stereotactic devices as a Class Il medical device, with product code
HAW and 21 CFR classification code 882.4560. Review by the Division of General,
Restorative and Neurological Devices.

Predicate Device:

The SpineAssist™ system is substantially equivalent to the original SpincAssist™
system (manufactured by Mazor Surgical Technologies 11d., and the subject of 510(k)
document no. K033413, K051676 and KO063607) and the StealthStation System
(manufactured by Medtronic and the subject of 510(k) document nos. K934276 to
K050438). A comparison table and detailed discussion are presented in Section 12 of
this application.

Device Description:

The SpineAssist™ system is a computer controlled miniature medical image-guided
surgery (IGS) system, which serves as a technological platform for solutions that
provide unprecedented levels of accuracy, precision and accessibility in performing
orthopedic procedures. The SpineAssist™ is designed to assist surgeons in precisely
puiding handheld surgical tools in line with a computerized, irnage-based pre-operative
plan along given trajectories. The system's software processes fluoroscopic and CT
images via proprietary algorithms and automatically exports the desired coordinates to
the SpineAssist device, which positions its articulating arm and tool guide.- Using &
special bone attachment component (i.e., a clamp and bridge, the Hover-T / Bi-lateral
‘Hover-T bridge, the Bed Mount Hover-T or the Cervical Kit) the SpineAssist device
attaches to the bone in the area where the procedure is being performed and assists
surgeons in precisely guiding handheld surgical tools according to the computerized,
image-based, pre-operative plan.
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The main camponents of the SpineAssist™ system include:

A. SpineAssist™ device

B. Workstation

C. Accessories including the Clamp Kit for less invasive procedures, the MIS
platforms: Hover-T, Bi-lateral Hover-T, Bed Mount Hover-T and the Cervical Kit, the
last one intended for less invasive procedures.

The SpineAssist was previously cleared under K033413, K051676 and K063607. This
510(k) submission describes the addition of two accessories (Bilateral hover-T bridge
and Bed Mount stabilization frame) that enable increased accessibility for the device
over the entire range of the vertebral columm, including cervical approaches; and the
software changes that were introduced as improvements in user interface, as needed
from the addition of the new approaches and in response to user’s feedback.

Intended Use / Indication for Use:

The SpineAssist™ System is indicated for precise positioning of surgical instruments or
implants during general spinal surgery. The SpineAssist™ System may be used in either
open of percutanecus procedures.

Comparison of Technological Characteristics with the predicate device:

The modified SpineAssist system is identical to the original SpineAssist system
regarding all components, design, materials, basic scientific technology, etc. The only
differences are that the “modified” device is intended also for cervical spinal surgery;
more versatility is provided in minimally invasive spinal surgery, by allowing
stabilization using a Bed Mount stabilizing frame (thus reducing the need o stabilize
the device via more invasive pelvic screws) and the Bi-lateral Hover-T; and software
changes providing more user interface features improving procedure workflow. To
enable cervical approach, the SpincAssist includes some new accessories, including the
Bilateral hover-T bridge and the Bed Mount stabilizing frame. The combination of these
accessories allows extended trajectories and range of operation for the device, in three
new mounting options: Bilateral Hover-T, Bed-Mount Hover-T, and Cervical Kit.
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Neon-Clinical Performance Data

The following performance tests were conducted on the SpincAssist' ™ system, in order
to validate stability and accuracy of the device under the extended intended use, i.e.
cervical and minimally invasive procedures using the new stabilizing platforms:

- Software Validation (IEC 60601-1-4 & FDA Guidelines)
. Bed Mount Hover-T Stability Test

. Relative Movement of C2 Test

. Cervical Bridge Rigidity Test

. Bi-lateral Hover-T Rigidity Test

. Cervical Accuracy C1-C6 Test

. Bed Mount Hover-T Accuracy T6-T12

1 b R

Stability and accuracy tests were performed on cadavers to simulate rcal clinical
procedures.

Clinical Performance Data
Not Applicable

Conclusions Drawn from Non-Clinical and Clinical Tests:

The performance tests demonstrate that SpineAssist system may be safely and
effectively used in spinal surgical procedures requiring precise positioning of surgical
instruments or implants during open or percutaneous spinal surgery. The software
validation and accuracy performance tests demonsirate that the SpineAssist system
meets its design and performance specifications and is substantially equivalent to the
previously cleared SpineAssist system.

Substantial Equivalence:

In summary, the intended use of the modified SpineAssistTM system is substantially
equivalent to a combination of the original SpincAssist™ system and the StealthStation
device. Furthermore, the basic technological characteristics of the modified
SpineAssist™ system are identical to the original SpineAssist’™ system. The
differences in the technological characteristics do not raisc new questions of safety and
effectivencss. Consequently, the SpineAssist'™ system is substantially equivalent to the
original SpineAssist”™ " system and the StealthStation device.

Performance Standards:
The SpineAssist’ ™ sysitem complies with the voluntary recognized standards:

1. Software Validation (IEC 60601-1-4 & FDA Guidelines)
2. Biocompatibility Testing (1SO 10993)
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Mazor Surgical Technologies, Ltd.

% A. Stein Regulatory Affairs Consulting

Ahava Stein

20 Hata’as St " MAY 23 2008
44425 Kfar Saba

Isrcal

Re: K073467
Trade/Device Name: SpineAssist System
Regulation Number: 21 CFR 882.4560
Regulation Name: Stereotaxic instrument
Regulatery Class: I
Product Code: HAW
Dated: May 15, 2008
Received: May 22, 2008

Dear Ahava Stein:

We have reviewed 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
commerce prior to May 28, 1976, the enactment date of the Medical 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 (PMA).
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.

If your device is classified (see above) into either class [ (Special Controls) or class Il (PMA), it
may be subject to such 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
pubtish further announcements concerning your device in the Federa! Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21 -
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
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Page 2 — Ahava Stein

forth in the quality systems (QS) regulation (21 CFR Part §20); and if applicable, the electronic
product radiation control provisions (Scctions 531-342 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market. '

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0115. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21 CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Survetitance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDRY)), please contact the Division of Surveillance Systems

at (240) 276-3464. You may obtain other general information on your responsibilities under the
Act from the Division of Small Manufacturers, International and Consumer Assistance

at its toli-free number (800) 638-2041 or (240) 276-3150 or at its Internet address

http:/fwww . fda gov/cdrh/industry/support/index. himl.

+ Sincerely yours,

e N Vbl

Mark N. Melkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and

Radiological Health

Enclosure
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INDICATIONS FOR USE

510(k) Number (if known): K073467
Device Name: SpineAssist System

Intended Use Statement:

The SpineAssist™ System is indicated for precise positioning of surgical instruments or
implants (pedicle screws, plates and etc.) during general spinal surgery. The SpineAssist™
System may be used in either open or percutaneous procedures.

Prescription Use _ OR Over-The-Counter Use___
(Per 21 C.F.R. 801 Subpait D) (Optional Format Subpart C)

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

mﬁ\n?e o RH, Office of Device Evatuation (ODE)

(Division Sign-0 .
Division of General, Restorative,
and Neurological Devices

$10(k) Number_[a.0 734167
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510(k) Premarket Notification Summary for the C-InSight
(K081672)

L]

M:\Mazor Robotics\
Spine Theater Special

]

M:\Mazor Roboticsy
Spine Theater Special
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Device Classification Name
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Applicant
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Date Received
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Decision

System, Image Processing, Radiological
K081672
C-INSIGHT

MAZOR SURGICAL TECHNOLOGIES LTD.
20 Hata'as Si.
Kfar Saba,

Ahava Stein

892.2050

LLZ

06/13/2008

08/15/2008

Substantially Equivalent (SE)

Classification Advisory Committee Radiology

Review Advisory Committee

Radiology

Statement/Summary/Purged Status Summary Cnly

Summary

Type

Reviewed By Third Party
Expedited Review
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ANG 1 5 20ng

~SECTIONS - 510(K) SUMMARY OF SAFETY & EFFECTIVENESS

DISCASSIST™ SYSTEM
510(k) Number K
Applicant’s Name:
Cempany name! Mazor Surgical Technologies Ltd.
Address: 7 HaEshei Str.
P.0O.B. 3104 ‘
Southern Caesarea Industrial Park 38500
ISRAEL
Tel.: +972-4-6270171
Fax: +972-4-6377234
e-mail:. armin@mazorst.com
Contact Person:
Official Correspondent: Ahava Stein
Company name: A. Stein — Regulatory Affairs Consulting
Address: Beit Hapaamon (Suite 213)
20 Hata’as Str. (Box 124)
Kfar Saba 44425
ISRAEL
Tel: + 972-9-7670002
Fax: +972-9-7668534
e-mail: ahava@asteinrac.com

Name of the device:

C-InSight System

Trade or proprietary name, if applicable:

C-InSight System

Common or usual name;

3-D Reconstruction Tool for Mobile X-ray Devices.

Page 5-2
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Establishment Registration No.:

3005075696

Classification Name:

System, Image Processing, Radiological

Classification:

FDA has classified Radiological Image Processing systems as a Class 11 medical device,
with product code LLZ and 21 CFR classification code 892.2050. Review by the
Radiology Panel.

Predicate Device:

The C-InSight™ system is substantially equivalent to the Siremobil [so-C 3D software
(manufactured by Siemens Medical Systems, Inc. and subject of 510(k) document no.
“K003266, K032280, K040347) and O-Arm Imaging System software (manufactured by
Breakaway Imaging and subject of 510(k) document no. K050996 and K060344).

A comparison table and detailed discussion are presented in Section 12 of this

application.

Device Description:

C-InSight is a software based product, which converts a sequence of Two-dimensional
fluoroscopy images into a 3D volume, intraoperatively. The C-InSight is an add-on to
commercially available mobile x-ray systems.

Two-dimensional imaging is available nowadays in every operating room in the form

of a mobile C-Arm. However, there is often a need for a three-dimensional imaging

Page 5-3
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during the operation especially duc to the rise in the scope ol minimally invasive
procedures.

To answer the nced for a reasonably priced. casy to use and highly mobile intra-
operative 3D tmaging, the C-InSight was developed.

C-InSight is a software-based product, which gives the solution for 3D imaging intra-
operatively, using a standard 2D Mobile C-Arm.

Coupling the 312 capabilities of the C-InSight using existing C-Arms in the operating
roums, can give surgeons a real-tinic assessment of implant placcment.

The chintclan who uses the C-InSight should identify the anatomical arca which is
SCH!];lCd. and cover 1t with the C-InSight Reference Belt. The user scans the body and
the C-InSight Reference Belt for 20 seconds. The scanned data is sent to the C-InSight
processing unit. which converts this data o three-dimensional volume.

The clinician is then able to view the scanned data in different anatomical projections:

AP LT, AX and 3D volume.

The main components of the C-Insight system include:

A. Workstation
B. Accessories, including C-InSight Reference Bell and Image Adaptor

C. Disposable kit. including C-InSight Sterile Sheath

Intended Use / Indication for Use:

The C-InSighl softwarc provides a processing and conversion of 2D fluoroscopic
projections from standard C-Arms into volumetric 31 image.
It is intended to be used whenever the clinician and/or patient beneflts [rom penerated

3D imaging of high contrast objects parsicularly for orthopedic applications.
Comparison of Technological Characteristics with the predicate device:

Page 5-4
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The C-InSight system is similar to the predicate device regarding intendzd use and
regarding technological characteristics. All are intended to be used when the clinician
and patient benefit from generated 3D imaging of high contrast objects. They all include
software which provides conversion of 2D fluoroscopic projections from C-Arms into a
volumetric 3D image. The C-InSight system uses a reference belt and target recognition
algorithms to calculate the relative pr;)jeclion and location coordinates of each image,

while the predicate devices use buiit-in sensors to receive these coordinates.

Non-Clinical Performance Data

The following performance tests were conducted on the C-InSight system:

Software Validation (IEC 60601-1-4 & FDA Guidelines)
C-InSight synthetic accuracy test.

C-InSight spine accuracy test.

C-InSight accuracy vs. CT (cadaver tests)

Irnage Quality test

S S o A o

Radiation Dose Exposure test

Clinical Performance Data

" Not Applicable
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Conclusions Drawn from Non-Clinical and Clinical Tests:

The performance tests demonstrate that C-InSight system may be safely and effectively
used in surgical operation rooms, as an 3D visualization software, particularly for
orthopedic applications. The software validation and accuracy performance tests
demonstrate that the C-InSight system meets its desipr and performance specifications

and is substantially equivalent to the previously cleared systems.

Substantial Equivalence;

In summary, the intended use of the C-Insight system is substantially equivalent to a
combination of the Siremobil Iso-C 3D system and the O-Arm Imaging System.
Furthermore, the basic technological characteristics of the C-InSight system are
identical to the predicate devices. The differences in the technological characteristics
do not raise new questions of safety and effectiveness. Consequently, the C-InSight
system is substantially equivalent to the Siremobil Iso-C 3D system and the O-Arm

Imaging System device.

Performance Standards:
The C-InSight™ system complies with the voluntary recognized standards:

1. Software Validation (IEC 60601-1-4 & FDA Guidelines)
2. Medical Electrical Equipment (IEC 60601-1 / 2)

Page 5-6
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7 _,/é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

(aw Food and Drug Administration
9200 Comorate Boulevard
Rockville MD 20850

AUG 1 b 2008

Mazor Surgical Technologies Ltd.

% Ms. Ahava Stein/ Ofer Homick
Consultant

A. Stein ~ Regulatory Affairs Consulting
20 Hata'as St., Kfar Saba, 44425
ISRAEL

Re: K081672
Trade/Device Name: C-Insight System
Regulation Number; 21 CFR 892.2050
Regulation Name: Picture archiving and communications system
Regulatory Class: 1I
Product Code: LLZ
Dated: June 11, 2008
Received: June 13, 2008

Dear Ms. Stein:

We have reviewed 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
commerce prior to May 28, 1976, the enactment date of the Medical 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 (PMA).
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.

If your device is classified (see above) into either class I (Special Controls) or class I (PMA),
it may be subject to such additional confrols. 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 announcements concerning your device in the Federal Register. ‘
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Page 2

Please be advised that FDA!s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act .
or any Federal stamtes and regulations administered by other Federal agencies. You must

comply with all the. Act’s requirements, including, but not lirmited to: registration and listing (21
CFR Part.807); labeling (21 CER ‘Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

- product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This leter will allow you 1o begin marketing your device as described in your Section 510(k}
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device resulls in a ¢lassification for your device and thus, permits your
device to proceed to the market. ‘

If you desire specific advice: for your device orn our labelmg regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Heaith’s (CDR.H §) Office bf Comphance at one
of the foliowmg numbers, based on the regulatmn number at the top of this letter. °

21 CFR 876.xxxx (GastrocntcmlogyfRena!/UmIogy) 240-276_—0115'

21 CFR 884.xxxx  {Obstetrics/Gynecology) ~ ~ 240-276-0115
21 CFR892.xxxx  (Radiology} =~ - 240-276-0120
Other A _ \ 240-276-0100

Also, please note the regulation entitled, "Mlsbrandmg by reference to premarket notification”
(21CFR Part 807.97). For questions regardmg postmarket surveillance, please contact CDRH’s
Office of Surveillance and Biometric's (OSB s) Division of Postmarket Surveillance at 240-276- A
3474, For questions regarding the reporting of device. adverse events- (Medmal Device Reporting
'(MDR)) please contact the Division of Surveillance Systems at 240-276-3464. Yon may obtain
'~ other general information on your responsibilities nnder the 'Act from the Division of Small

- Manufacturers, Intemational and Consumer Assistance at its toll-free number (800) 638-2041 or
~ (240) 276-3150 or at its Intemet addrcss http: /Iwww fda, gov/odm/mdnstrylsupportfmdex hitml.

4 Smcerely yours .

Nancy C j/gdon

Director, Division of Reproductive,
 Abdominal, and Radioclogical Devices

Office of Devjce Evaluation ,
' Center for De\nces and Radiological Health

: En-c':lo‘sur'e B

LG

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 (70\
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INDICATIONS FOR USE

51(k) Number (if known):

Device Name: C-inSight System

Intended Use Statement:

The C-InSight software provides a processing and conversion of 2D {luoroscopic
projections from standard C-Arms nto volumetric 3D image.

It is intended to be used whenever the clinictan and/or patent henefits from gencrated 31
unaging of high contrast objects parucularly for orthopedic applications

Prescription Use vV OR - Over-The-Counter Use
(Per 21 C.F.R. 801 Subpart D) (Optional Format Subpart
0

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE 1F NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

WJ\QM/L
vision Sign-0ff)

“ivision of Reproductive, Abdominal angd
tudiological Devices

510(K) Number K08 [l 7 2

Page 4-2
e

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ég’
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‘14, ARE YOU A SMALL BUSINESS? (See the instructions for maore information on determining this status)

Site: null Page
Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

KA

Form Approved: OMB No. 0910-511 Expiration Date: Jamuary 31, 2010, Sce Instructions for OMB Stalement

1of 1

30

1.1 EMPLOYER IDENTIFICATION NUMBER (EiIN)

DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER: . o '
FOOD AND DRUG ADMINISTRATION Write the £ { Identificati b L e——
MEDICAL DEVICE USER FEE COVER SHEET rite the Payment identification number on your tricus.
A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
hitp:ffwww fda.gov/oc/mdufma/coversheet. html FDA C[ RH D MC
1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) : Ahava Stein JUL 2 9 Zﬂm
2.1 E-MAIL ADDRESS

MAZOR SURGICAL TECHNOLOGIES LTD : i .

7 Ha'Eshel St i ] Receivell

P.O.Box 3104 2.2 TELEPHOUNE NUMBER (include Area code)

Caesarea Industrial Park, South 97297670002

Iciaesa'ea 38900 2.3 FACSIMILE (FAX) NUMBER (include Area code)

97297668534

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: hitp:/iwww fda.gowoc/mdufma

Select an application type: 3.1 Select a center

[X] Premarket notification{510(k)); except for third party [X] CORH

{ 1513(g) Request for Information [1CBER

{ ] Biologics License Application {BLA) 3.2_Select one of the types below
[ ] Premarket Approval Application (PMA) [X] Original Application

[ ] Modular PMA Supplement Types:

[ 1 Product Development Protocol (PDP) {1 Efficacy (BLA)

[ 1 Premarket Report (PMR) [} Panel Track (PMA, PMR, PDP)
[ 1 Annual Fee for Periodic Reporting (APR) [1Real-Time (PMA, PMR, PDP)

[ 1 30-Day Notice [1180-day (PMA, PMR, PDP)

{X] YES, | meet the small business criteria and have submitted the required NO, | am not a smali business
qualifying documents to FDA

4.1 If Yes, please enter your Smali Business Decision Number: SBD108211

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE
THAT 1S DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[X] YES (Al of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within
30 days of FDA's approval/clearance of this device.)

[ INO (If "NO,” FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
hitp:/iwww . fda.gov/cdrh/mdufma for additional information}

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

[ 1 This application is the first PMA submitted by a qualified small business, []The sole purpose of the application is to support
including any affiliates conditions of use for a pediatric population

. []1The appilication is submitted by a state or federat
government entity for a device that is not to be distributed
commercially

[ ] This biologics application is submitted under section 351 of the Pubii‘&‘
Health Service Act for a producl licensed for further manufacturing use only

7. 18 THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is
subject to.the fee that applies for an original.premarket approval application (PMA).

[]YES X]NO

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
] E 25-Jut-2010

Form FDA 3601 {01/2007)
~'/L,\‘,_1.‘,vf/1"1'-,\—& Close Window” Print Cover sheet
A ey \, -

c\é q

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 (jl
=N aYah WaY

Yodbrmn e s I m o minmsaen @ £H e cmw VA TTTRAT [ A O AN Vs e w TV e T O AL
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MAZOR

Surgical Technologies

System/Software Test Plan

(STP) for

Document information:

Project Name

TenZing

Project Number

Document No.

(b)(4)

Revision History:

Revision ECO s
Date Level Author No. Change Description
08.03.2010 i e
Approvals:
Title Name Date Signature

(b)(4)

CONFIDENTIAL for internal use only

Copyright {c) as an unpublished work by Mazor Surgical Technologies Lid., 2001

This document and the information contained in it is for Mazor Surgical Technologies Ltd. internal use only
and shall not be used, published, disclosed or disseminated outside of Mazor Surgical Technologies Ltd. in
whole or in part without Mazor Surgical Technologies Ltd.’s consent. This document contains Mazor Surgical
Technologies Ltd. proprietary trade secrets

Questions? Contact FDA/CDRH/OCE/DID at CI&H‘-ﬂ:OISTATUS@fda.hhs.gov or 301-796-81 18\5'\ \
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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516(k) Review
K102130
Traditional Abbreviated - Special _ X
: Contact: Ahava Stein
A. Stein- Regulatory Affairs Consulting
20 Hata’as St.
K far Saba 44425
Israel
Tel: +972-9-7670002
Fax: +972-9-768534
E-mail: ahava@asteinrac.com
Company Name: Mazor Surgical Technologies, Ltd.
Address: 7 HaEshel Str.
P.OB. 3104
Southern Caesarea Industrial Park, 38900
Israel
510(k) Number: k102130 R
‘Trade Name: TenZing System / '
Dated:  July 25,2010 /
Received: July 29,2010 ;,"'
Product Code; HAW Clags: I " FR Classification No.: 21 CFR 882.4560
LLZ II ' 21 CFR 892.2050

Manufacturing Address: 7 Ha’Eshel St.
Southern Caesarea Industrial Park, 38900
Israel

Common Name: Stereotactic spinal instrument / Radiological image processing software

. (b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Review
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(b)(5)

Applicable Guidance(s): 510(k) Paradigm

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510 (k) Review

Page 3
SPECIAL 510(k): Device Modification
ODE Review Memorandum
To. THEFILE RE: DOCUMENT NUMBER K102130
Andrew Kang, MD 8/25M10
- {Reviewer's Slanature} _________ (Dats)

W Comments. | i
sak 510(k) (449)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sarggistal Foahwnsinggieg

System Requirements Specification
(SRS) for

TenZing Version

Document information:

Project Name TenZing

Document No. o i

Revision History:

Revision ECO _
Date Level Author No. Change Description
10310 | T I T —
Approvals:

(b)(4)

CONFIDENTIAL for internal use only
Copyright (¢) as an unpublished work by Mazor Surgical Technologies Ltd., 2001

This document and the information contained in it is for Mazor Surgical Technologies Ltd. internal use only
and shali not be used, published, disclosed or disseminated outside of Mazor Surgical Technologies Ltd. in
whole or in part without Mazor Surgical Technologies Ltd.’s consent. This document contains Mazor Surgical

Questions? Contact FDA/TESRHDGEE3 Diek. (p&ﬁ}jﬂi\&?g‘i%&@mm.gov or 301-796-81 1%’5(«
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use

510(k) Number (if known): K102130
Device Name: TenZing System

Indications for Use:

The TenZing System is a combination of the SpineAssist System and C-InSight System,

allowing the C-InSight application to run on the SpineAssist Workstation:

The SpineAssist™ System is indicated for precise positioning of surgical instruments or
implants during general spinal surgery. The SpineAssist™ System may be used in either open or

percutaneous procedures.

The C-InSight software provides a processing and conversion of 2D fluoroscopic projections
from standard C-Arms into volumetric 3D image.
It is intended to be used whenever the clinician and/or patient benefits from generated 3D

imaging of high contrast objects, particularly for orthopedic applications.

Prescription Use J AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) ' (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD) |

: : /
7 {Division Sign.Of)

Division of Radiological Devices : Page 1 of 1
Office of in Vitro Diagnostic Device Evaluation and Safety

s10K v/v/j ;)l ?}{:\

wonocresi

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 5
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MAZOR

Surgical Technologies

System/Software Test Description

~(STD) for

Document information:

Project Name

C-Insight

Project Number

Document Ne.

Revision History:

Date Ri‘:‘f:lm Author l El\(Ijo 0 Change Description
11.04.2010
15.09.2009 ( b) (4)
12.2008 ‘
Approvals:

(b)(4)

CONFIDENTIAL for internal use only

Copyright {¢) as an uapublished work by Mazor Surgical Technologies Ltd., 2001

This document and the information contained in it is for Mazor Surgical Technologies Ltd. internal use
only and shall not be used, published, disclosed or disseminated outside of Mazor Surgical Technologies
Ltd. in whole or in part without Mazor Surgical Technologies Ltd.’s consent. This document contains.

Mazor SurgicadtBochgolngics bad prooERDP tacivRBFASTATUS @fda.hhs.gov or 301-796-8118
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510(k) “SUBSTANTIAL EQUIVALENCEL”
SION-MAKING PROCESS

Descriptive information ice Have Same  NO Do the Differences Alter the [niended Not Substantially
about New or Marketed Indication #tatement”™ """ Therapentic/Diagnostic/ete. [ffect YES  LEquivalent Determination
Device Requested as Needed (in Deciding, May Consider [mpact on ' '

l ES Safety and Effectiveness)?**
New Device Has Bame Intended NO

Use and May be “Sibstantially Equivalent” ¢ ]
: New Device Has O

@ New Intended Use
Docs New Devic Have Same ‘ @

Technological Cliaracteristics, NO Could the New
¢.g. Design, Matrials, etc.7  — % Characteristics Do the New Characteristics

S Affect Safety or ——# Raise New Types of Safety YES )
Effectiveness? or Effectiveness Questions?** ,
Y

NO Are thdDescriptive NO

: Characteristigs Precise Enough NO
‘to Ensure Bguivalence? @

NO
Are Performance Data Do Accepted Scientific
Available to Asses Equivalence?** YES Methods Exist for
Assessing Effects of NO
the New Characteristics?
YES |
M 4
Performance Ase Performance Data Available  NO

To Assess Effects of New

- Data Required
Characteristics?***

YES

N
Perfom;ance Data Demonstrate

Equivalence? e
YES NO

To

O
A\ 4

P Performance Data Demonstraie
Equivalence?

NO

(D)

Subs.tantially Equivalent”
Determination

o 510{(k) Submissions compare new devices to marketed devices. FDA réquests additional information if thc'rclzuionship between
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices 15 unclear.

@< This decision is normally based on descriptive information alone, but limited testing information is sometimes required.

¢ Data maybe in the 510(k), other 510(k)s, the Center’s classification files, or the literature.

X3
e

.
Ex3
o2
e

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 %
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APPENDIX 5.5

1. FDA Forms 3654

Il

M:\Mazor Roboticsy

IEC 60601-1 > Theater Spedal

]

M:\Mazor Robotics\

IEC 60601-1-2 Spine Theater Spedal

2. Test Certificates

Bl

M:\Mazor Robotics),

IEC 60601-1 Spine Theater Spedial

]

M:\Mazor Robotics\

IEC 606(1-1-2 Sene Teater Specil

Questions? Contact FDA/CDRH/OCE/DID at CDRlgf OISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
{To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION )
B4 Traditional [ speciai [ Abbreviated

STANDARD TITLE '

1EC 60601-1 Medical electrical equipment - part 1: general requirements for safety 1: collateral standard: safety requirements for medical electrical
systems (1988 + Al: 1991 + A2: 1995)

Please answer the following questions Yes No
is this standard recognized Y FDA 22 ........couevviieeeieisiosisssceeesevesescotssessee st ases s s eseensseesemes v osiee s B O

Was a third party laboratory responsible for testing conformity of the device to this standard identified

1 B0E STOMKY? oovvve et eeeeseeeseeeees s eeeesses e s eesseeeeess e essens e s e eeesseees e ses s ereseeessemenes s eerereereeesrens O 24

Is a summary report * describing the extent of conformance of the standard used included in the
BEOUK)? cvoverte et fe et eess s es et ses et ee ettt s s et a st nt et s s eba et X td
If no, compiete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

. . . X
PErtaiNS 10 thiS GEVICET ... it i it i et e s ses et ta st e baaarna e e bt reae e eeeennneeeen e eeennn Xl O
Does this standard include acCeptance CIEHAT .......cooviiieeerrirninirr e et eeenceanseet s bes s enae s eas Cl
If no, include the results of testing in the 510({k).
Does this standard include more than one option or selection of the standard?..........c.ccccciiiioinne, X ]
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ........ccccoccvviviseccccii e, [
If yes, were deviations in accordance with the FDA supplemental information sheet {SIS)°? ......c.cvcvveeen. O |
Woere deviations or adaptations made beyond what is specified in the FDA SIS? ....cciiiiirccccininnes 0l 1
if yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANGAIA? ... ctdesin b seaeeer s sressrae s sreesssenseesesses O
if yes, report these exclusions in the summary report table.
, 6 . . . . D
Is there an FDA guidance that is associated with this standard? ...,
If yes, was the guidance document followed in preparation of this S10K7 .......cccoeeiiveeiieereierreeer s ] ]
Title of guidance:
' The formatting convention for the title is: [SDO} [numeric identifier] certification body involved in conformance assessment fo this
{title of standard] [date of publicationj standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 3604}, www.fda.gov/cdrh/stdsprog.htm! utilized during the development of the device.
3 http:/fwww.accessdata.fda.gov/scriptsfcdrh/cidocs/ciStandards/ 5 The supplemental information sheet (SIS} is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
« The summary report should include: any adaptations used to adapt http:!Ww.accessdata.fda.gov/s‘cnpts/cdrhlcfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods}; ¢ The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/cdrh/guidance .htmi
deviations fram the standard; requirements not applicable to the
device; and the name address of the test laboratory or
FORM FDA 3654 (9/07) q otions? Contact FDAICDRH/OCE/DID & #85RH-FOISTATUS @fda.hhs.gov or 301-796-8118 PSC Grptics: (401 43- 1090 EF

Hea 0
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STANDARD TITLE
IEC 60601-1 MEDICAL ELECTRICAL EQUIPMENT - PART 1: GENERAL REQUIREMENTS FOR SAFETY 1: COLLATERAL
STANDARD: SAFETY REQUIREMENTS FOR MEDICAL ELECTRICAL SYSTEMS (1988 + Al: 1991 + A2: 1995)

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE _ CONFORMANCE?
All Secti
echons B yes [Ino [ Na

TYPE OF DEVIATION OR OPTION SELECTED*
NA

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

dves (One O wna

TYPE OF DEVIATION OR OPTION SELECTED?®

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[] ves ] No E]N/A

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable {NfA) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the optien chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the
report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (S1$), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, scarching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information, Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (10/06) uuﬂ@w.guv or301=798-8118 \
Hiny U(U\
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510{K) SUBMISSION
Traditional [:l Special |_—_| Abbreviated

STANDARD TITLE '
IEC 60601-1-2:Medical Electrical Equipment, Part 1-2: Collateral Standard; Eleciromagnetic Compatibility — Requirements and Tests (+A1:2004)

Piease answer the following questions Yes No
Is this standard recognized by FDA®? ..o eeeeeeeeeee et e X O

Was a third party laboratory responsible for testing conformity of the device to this standard identified
HUINE STO(K)? 1oeo oo et et X O

Is a summary report * describing the extent of conformance of the standard used included in the
BUO(KY? cvovveveeserere e eses e seseseneseseasesetressseseseseses e taesesseesesseeeae e e eeseee et et s s s ettt en s N & O

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

Pertaing 10 This QeViCE T ... e et et e e et < [
§ this standard include acceptance CHtEria? ..........c.ccoev e e X
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?.............c.ccoecueicreirirnnncn. X a
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ................ccoo O X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 7 .....cccvvennan O 0O
Were deviations or adaptations made beyond what is specified in the FDA SIS? ..o, -
- . O
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the STANAAIA7 ..........ccveoeeeeeeeeee e eeere e ee ettt srestossetansenssennssrans 1 X
If yes, report these exclusions in the summary report table,
. 6 . . . . ' <]
Is there an FDA guidance that is associated with this standard?............ccoeceiirienieinic e O Al
If yes, was the guidance document followed in preparation of this B10K? ..o ] O
Title of guidance: A
! The formatting convention for the title is: [SDO} [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards

2 Authority [21 U.S.C. 360d}, www fda.govicdrh/stdsprog.html utilized during the develapment of the device.

3 htip://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ The supplemental information sheet (SIS} is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

* The summary report should include: any adaptations used to adapt hitp:/www.accessdata.fda.gov/scripts/cdrhfcfdocs/cfStandards/search.cim
to the device under review (for example, alternative test methods): The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described: www .fda.gov/cdrh/guidance.htmil
deviations from the standard; requirements not applicable to the

L_ levice: and the name address of the test laboratory or

w
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. EXTENT OF STANDARD CONFORMANCE -
. SUMMARY.REPORTTABLE . =~ .= -

" DARD TITLE ‘
1EC 60601-1-2:MEDICAL ELECTRICAL EQUIPMENT, PART 1-2: COLLATERAL STANDARD: ELECTROMAGNETIC COMPATIBILITY ~
REQUIREMENTS AND TESTS (+A1:2004) ]
CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?
All Seclions Yes D No D N/A
TYPE OF DEVIATION OR OPTION SELECTED*
NA
DESCRIPTION
JUSTIFICATION
SECTION NUMBER SECTION TITLE CONFORMANCE?
7 Yes D No [ NA
TYPE OF DEVIATION OR OPTION SELECTED®
DESCRIPTION
JUSTIFICATION
£ TION NUMBER SECTION TITLE CONFORMANCE?

[:] Yes D No [] N/A

TYPE OF DEVIATION OR OPTION SELECTED?*

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. if a section is not applicable (N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or option selected,” "description” and “justification” on the
report. More than one page may be necessary,

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS}, a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiclogical Health

1350 Piccard Drive

Rockville, MD 20830

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number. '
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SECTION 5 - SUMMARY OF DESIGN CONTROL ACTIVITIES

Following is a summary of the design control activities carried out during the
development of the TenZing system, according to the FDA Quality System
Requirements. The company’s declaration of conformity with the design control

activities is attached in Appendix 5-1.

RISK ANALYSIS
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MAZOR

Surgical Technologies

System/Software Test Description
(STD) for

...............

Document information:

Project Name SpineAssist

Project Number

Document No.

Revision History:

Revisi ;
Date E‘:::]m Author El& O Change Description
25.1.2010

Approvals:

(b)(4)

CONFIDENTIAL for internal use only

Copyright (c) as an unpublished work by Mazor Surgical Technologies Ltd., 2001

This document and the information contained in it is for Mazor Surgical Technologies Ltd. internal
use only and shall not be used, published, disclosed or disseminated outside of Mazor Surgical
Technologies Ltd. in whole or in part without Mazor Surgical Technologies Lid.’s consent. This

document contains Mazor Surgical Technologies Ltd. proprietary trade secrets
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FQISFATIS@fda.hhs.gov or 301-796-8118 9\%
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S 1
) Food and Drug Administration
( Office of Device Evaluation &

Office of In Vitro Diagnostics
*:2 COVER SHEET MEMORANDUM

0
ot WEALTH o .
o

N

H

From: Reviewer Name A . Vﬂ”%—
Subject: 510(k) Number ' {KIOQ 20 : U _

To: The Record
Please fist CTS decision code gé
[ Refused to accept {(Note: this is considered the first review cycle, See Screening Checklist

 http:/eroom.fda.gov/eRoomReg/Files/CORH3I/CORHPremarketNotification510kProgram/Q _5631/Screening%20Checklist%207%
202%2007.doc)

00 Hold (Additional Information or Telephone Hold).
O Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).

Please complete the following for a final clearance decision {i.e., SE, SE with Limitations, etc.);

Indications for Use Page + Attach IFU
510( ) Summary /510(k) Statement | Attach Summary
Truthful and Accurate Statement - | Must be present fora anal Decrsron

ls the devrce Class lll'?

I
|
|

If yes does firm include Class Il Summary? | Must be present for a Final Decision

o eetm———t

Does ﬂrm reference standards? - o - V '
(If yes, please attach form from hitp:/Avww.fda. qow‘opacomlmorech01ces/fdaformleDA— ‘ ,
3654. gd ) o
Is this a combination product? ' : ‘ e |
{Please specify category & see |
http://ercom.fda.govieRoomReq/Files/CDRH3/CDRHPremarketNotification510kProgram/0_413b/CO | i
MBINATION%20PRODUCT%20ALGORITHMY%20(REVISED%203-12-03). DOC * l
Is this a reprocessed single use device? j
(Guidance for Industry and FDA Staff — MDUFMA - Validation Data in 510(k)s for ;
. Reprocessed Single-Use Medical Devices, hitp://www fda gov/cdrh/ode/quidance/1216.html) :
ls thlS devrce intended for pediatric use only?

l; thlS a p'r_e;cnptron device? (If both prescription & OTC, check both boxes.) - i VT i

Did the application include a completed FORM FDA 3674, Certlflcatlon with Requirements of
ClinicalTrials.gov Data Bank?

Is clinical data necessary to support the review of this 510(k)?
Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials:gov Data Bank?

(If not, then applicant must be contacted to obtain completed form.)

KN

Does this device include an Animal Tissue Source?

All Pediatric Patients age<=21
NeonatelNewborn (Birth to 28 days)

Infant (29 days <2 years old)

Chlld (2 years -< 12 years old)

mAdoIescent (12 years -< 18 years old) - ,‘ : ;

' Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this |

L<=<*€

group, different from adults age = 21 (different device design or testing, different protocol
procedures, etc.)

Rev. 7/2/07 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \k
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Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years ?

21 ¢fR £32. 4560 nAw

*|f unclassified, see 510{k} Staff)
Additional Product Codes:M :

Review:;

(Branch Chief) ' {Branch Code) (Date)

Final Review: WO EK ?(/Dé%é)///) '

(Division Director)

Aoty |

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 6

| old) 7%
Nanotechnology N - 7
Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact 0C.

Guidance, http/fwww.fda govicdrh/comp/guidance/169.himl) ‘
Regulation Number Class” Product Code
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Cl
Mérzgﬁg'ﬁ:hno!ogies FDPL
T 3 (0
Recewﬁd
Off The Shelf (OTS)
Software Validation Report
For SpineAssist V
Document information:
Project Name SpineAssist
Document No. A
Revision History:
Revision ECO L
Date Level Author M Change Description
02.03.2010 [ (b) ( 4)
oL1109 |
Approvals:
ots validation Page | of 8 7/27/2010
Document No.: i Rev

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOIST%gfda.hhs.gov or 301-796-8118 \’LO\
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MAZOR

Surgical Technologies

System/Software Test Description

(STD) for

Document information:

Project Name TenZing
Project Number
Document No.
Revision History:

Date RE‘:::;“ Author Eﬁ) 0 Change Description
22.3.2010 o E— i| TenZing Ve
Approvals:

CONFIDENTIAL for internal use only

Copyright (¢} as an unpublished work by Mazor Sergical Technologies Ltd., 2001

This document and the information contained in it is for Mazor Surgical Technologies Lid. internal
use only and shall not be used, published, disclosed or disseminated outside of Mazor Surgical
Technologies Ltd. in whole or in part without Mazor Surgical Technologies Ltd."s consent. This
document contains Mazor Surgical Techunologies Ltd. proprietary trade secrets

Questions? Contact FDA/CDRH/OCE/DID at C[‘I%EﬁOISTATUS@fda.hhs.gov or 301-796-8118

20\
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Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-3999; Released by CDRH on 10-04-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118






