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510(k) Summary

OSCAR ORTHOSONICS SYSTEM FOR
CEMENTED ARTHROPLASTY REVISION

Common/Classification Name: Sonic surgical instrument, 21 CFR 888.4580

Sponsor: Orthosonics, Ltd.
Bremridge Farm
Ashburton
Devon TQ137JX

UK
+44-1364-652426
+44-1364-653589

Contact: Dr. Michael J. R. Young

Prepared: May 1, 1996
A. LEGALLY MARKETED PREDICATE DEVICES

The OSCAR Orthosonics Ultrasonics Cement Removal System s
substantially equivalent to the Advanced Osseous Technologies System
10 Model 100 Surgical System (K900003), and is similar to the Cooper
Lasersonics CUSA System 200M (K864983).

B. DEVICE DESCRIPTION

The OSCAR Orthosonics Ultrasonic Cement Removal System consists of
a power module which generates the ultrasonic energy and provides
overall control of the device, a handpiece, a set of cement removal
probes, and an ultrasonic cleaning system for part of the reprocessing
procedures for reuse of the probes. Three independent power modules
are included in each device and these are mounted in a cart for ease of

use.

C. INTENDED USE

The OSCAR Orthosonics System for Cemented Arthroplasty Revision is
intended to assist in the removal of polymethylmethacrylate (PMMA)
~ bone cement during arthroplasty revision.

D. TECHNOLOGICAL CHARACTERISTICS

The OSCAR Orthosonics Ultrasonic Cement Removal System has the
same technological characteristics as the predicate device. The energy
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source is ultrasonic for both, and both have probes made of the titanium

alloy Ti-6Al-4V.
E. TESTING
Orthosonics carried out testing to address the foliowing issues:
(1) temperature rise in bone during OSCAR procedures,
(2) damage to bone from direct contact,
(3) clinical experience,
(4) reprocessing probes for use on the next patient,
{5) electromagnetic compatibility,
(6) electrical safety, and
(7) validation of sterilization recommendations.
The results from all of these tests supported the safety and effectiveness
of the Orthosonics OSCAR device and demonstrate that the Orthosonics
OSCAR is substantially equivalent to the predicate devices.
F. CONCLUSIONS

The Orthosonics OSCAR device has the same intended use and target
population as the predicate devices. Orthosonics has demonstrated
through its performance tests on the OSCAR device and its comparison
of OSCAR characteristics with those of the predicate device that the
OSCAR device is substantially equivalent to the predicate device.
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Mevesq

Food and Drug Administration
9200 Corporate Boulevard

NB ' !% Rockville MD 20850

Mr. Robert L. Sheridan

C.L. McIntosh & Associates, Inc.
12300 Twinbrook Parkway, Suite 625
Rockville, Maryland 20852

Re: K961725
Trade Name: OSCAR Orthosonics System for Cemented
Arthroplasty Revision
Regulatory Class: II
Product Code: LZV
Dated: May 3, 1996
Received: May 3, 1996

Dear Mr. Sheridan:

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent (for the indications for use
stated in the enclosure) to 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) . 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, labellng, and
prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II
(Special Controls) or class III (Premarket Approval), 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 895. A substantially
equivalent determination assumes compliance with the Good
Manufacturing Practice for Medical Devices: General (GMP)
regulation (21 CFR Part 820) and that, through periodic GMP
inspections, the Food and Drug Administration (FDA) will verify
such assumptions. Failure to comply with the GMP regulation may
result in regulatory action. In addition, FDA may publish further
announcements concerning your device in the Federal Register.
Please note: this response to your premarket notification
submission does not affect any obligation you might have under
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Page 2 - Mr. Robert L. Sheridan

sections 531 through 542 of the Act for devices under the
Electronic Product Radiation Control provisions, or other Federal
laws or regulations.

This letter will allow you to begin marketing your device as
described in your 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 and additionally 809.10 for in vitro
diagnostic devices), please contact the Office of Compliance at
(301) 594-4659. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance
at (301) 594-4639. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21 CFR
807.97). Other general information on your responsibilities under
the Act may be obtained from the Division of Small Manufacturers
Assistance at its toll-free number (800) 638-2041 or at (301)
443-6597.

-7 'sincerely yours,

Y

Celia M. Witten, Ph.D., M.D.

Director

Division of General and
Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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STATEMENT OF INDICATIONS FOR USE

510(k) Number (if known): K961725

Device Name:

Indications For Use:

The Orthosonics OSCAR System for Cemented Arthroplasty Revision is intended to assist
in the removal of polymethylmethacrylate (PMMA) bone cement during arthroplasty
revision.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use X OR Over-The-Counter Use
(Per 21 CFR 801.109)
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510 (K) ROUTE SLIP gzi

v 510(k) NUMBER K961725 PANEL OR DIVISION DGRD BRANCH
TRADE NAME QOSC ORTHOSONICS SYSTEM FOR CEMENTED ARTHROPLASTY REVISION
COMMON NAME
prODUCT cobE S Q%
APPLICANT C,L, MCINTOSH & ASSOCIATES, INC, ’
SHORT NAME CLMCIN
CONTACT ROBERT I SHERIDAN
DIVISION G FAIRS SERVICES
ADDRESS 12300 TWINBROOK PARKWAY
SUITE 625
ROCKV
PHONE NO. (301) 770-9590 FAX NO. (301) 770-9584
MANUFACTURER QRTHOSONICS, LTD, REGISTRATION NO. 9681503
DATE ON SUBMISSION 03-MAY-96 DATE DUE TO 510(K) STAFF(17-JUL-96
~~ DATE RECEIVED IN ODE 03-MAY-96 DATE DECISION DUE
DECISION _ _ DECISION DATE
Is this 510(k) identified as a Class III device YES “/NO
% . NS [ 199

= . ma
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service :
' Food And Drug Administration

Memorandum
Date:

From: Reviewer(s) - Name(s) /%‘m/ ) )&&zx\t/ e
Subject:  510(k) Number Kq ol AS

To: The Record - It is my recommendation that the subject 5$10(k) Notification:

M Is substantially equivalent to marketed devices, & - 1.

O Requires premarket approval. NOT substantially equivalent to marketed devices.
0 Requires more data,

O Accepted for review

(date)
U Other (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Postmarket Surveillanca? OYES &NO
s this device subject to the Tracking Regulation? OYES GNO
Was clinical data necessary to support the review of this S1(k)? QAYES &@NO
Is this a prescription device? B YES ONO
This 510(k) contains:

Truthful and Accurate Statement URequested O Enclosed
(required for originals received 3-14-95 and after)

WA 510(k) summary OR OA 510(k) statement
O The required certification and summary for class Il devices
O The indication for use form (required for originals received 1-1-96 and after)

The submitter requests under 21 CFR 307.95 (doesn’t apply for SEs):
U No Confidentiality kConﬁdentiality for 90 deys O Continued Confidentiality exceeding 90 days

Predicate Product Code with panel and class:  Additional Product Code(s) with panel (optional):
ClassT[ - 87 L ZY
VoY) Feolecdor_
Review:M il !Hdal( c_n« M OKB g 2/éé/qé

(Branch Chief) (Branch Code) . (Date)

004

Final Review:

(Division Director) or PBeI6.8118
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PREMARKET NOTIFICATION - 510(K) f)ufy

Date: 7/26/96 AL
TO: File Hp P
FROM: HANY W. DEMIAN, BIOENGINEER, M.S.

DGRD/Orthopedic Devices Branch
SUBJECT: Orthosonics OSCAR System for Cemented Arthroplasty Revision

Document Number: K3961725

Date Received: May 03, 1996

Review initiated: June 28, 1996
Point of Contact: Robert Sheridan (C.L. McIntosh consultants for
Orthosonics, Inc)

Product Codes: Class II: 87 LZV (cement removal/extraction system)

Reviewer's Decision:

Based on the intended use, design, and materials, I recommend that the OSCAR
System be found substantially equivalent to legally marketed devices (e.g.,
Biomet’s Ultra Drive System K90003).

Review:

The sponsor has provided all administrative requirements.

Intended use:

The OSCAR System for Cemented Arthroplasty Revision is indicated for removal
of the old PMMA cement during revision total hip arthroplasty.

Device Description:

The Orthosonic OSCAR Ultrasonic Cement Removal System consist of a power
module which generates the ultrasonic energy and provides overall control of
the device, a handpiece, a set of cement removal probes, and an ultrasonic
cleaning system for part of the reprocessing procedures for reuse of the
probes.

Standards:

The OSCAR system is designed to meet IEC 601 part 1, and has received full
type test approval to this standard.

Electrical Safety -- The OSCAR system meets the applicable requirements of DIN
VDE 0750 part 1/12.91- EN 60601

Electromagnetic Compatibility -~ The equipment has been approved to EN 60601-
1-2 and CISPR 11.

Power Modules:
The power modules are microprocessor controlled and are designed to produce
continuous wave ultrasonic energy at the resonant frequency of the attached

handset within a range of [(h)(4) ]. The resonant frequency, at which
the maximum output is attained, depends on the load impedance.

The RF generator power output ranges from [(BY4Y ] __The power at the probe
tip depends on the load impedance, but varies from (b)4) | in air and _

in the cement. The surgeon is able to determine whether the probe is in air,

006
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cement, or bone by the pitch of the sound emanating from the probe.

So a high-pitched, audible noise comes from the probe when it contacts bone,
warning the user.

Probes:

Probes are made of titanium and screw into the distal part of the handset.
There are three different probes: 1) the groover; 2) the axisymmetric reverse
scraper; and 3) the piercer.

Groover - flattened spear-shaped head with one hole on either side and a
forward cutting blade at the lateral aspect of the device

Reverse

Scraper - spear-shaped with no perforations within the head. The groover is
used to cut longitudinal channels in the proximal or distal cement
and membrane from the endosteal surface: the user applies a
reverse scraping action

Piercer - spear-shaped device with 4 perforations in the head designed to
place holes in the distal plug of the cement so that a larger
groover can then break up distal cement mantle. The piercer is
supplied with two tip diameters, 6 and 8 mm. A slight bend is
designed so that if the piercer hits bone it can be redirected

Acetabular - (optional) looks like a pointed tip that has been curled

under at the end of the tip
Cables:

Silicone rubber insulated cables with screened conduction wires are supplied.
The cable has a sterile section (connected to the handset prior to
sterilization) and a non-sterile section (2 meters in length) joined at a
locking ring.

Accessories:

Acetabular Probe; extension cable, module blanking plate; and additional
Ultrasonic cleaning cells

M i ific n:

The probes are made from |(b)(4)

Cleaning and Stexilization:
The Oscar system is provided to the user in non-sterile condition (see section
VI of operative manual). The handsets and the short steam sterilization

cycles: 10 minutes, 132-136°C Vacuum or gravity cycle. The recommended
sterilization procedures are currently being validated by an independent
laboratory. The protocol for this validation is included in exhibit 6.
Orthosonics will not market the OSCAR device in the U.S. until the validation
of the sterilization recommendations has been completed.

Performance Testing:

The performance testing that the Orthosonics has performed address the
following issues: temperature rise in the bone during use; damage to the bone
from direct contact; clinical experience; reprocessing probes for use;
electromagnetic compatibility; and electrical safety.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Damage to Bone From Direct Contact:

Clinical Experience:

Sof Dev. ment Manual:

The sponsor has provide adequate hazard analysis (exhibit 13), software
documentation (exhibit 14, 15) and verification, validation and testing
(exhibit 16) for the Oscar system.

The sponsor has provide the proposed labeling for the device and the
accessories which included the company name, address, product name, caution
statement, and read instruction before use statement.

00s

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

As required by 21 CFR 807.87 {(f), the device under review in this 510(K) is
compared for substantial equivalence to a legally marketed predicate device.
cement removal

The following, table I, was constructed for comparison of the

systems.

Bone Cement Removal
Device

Oscar K961725

Biomet K90003

Intended Use

removal of old PMMA
during revision

same

energy Source

(b)4)

Output Power

Irrigation

Ordinary hand-held
saline

Built-in irrigation

Cement Plug Removal

by using the piercer

plug puller

Probe material

(b))

(b)4)

Discussion:

Both systems
stimulates the molecules

use ultrasound energy transferred £

in the cement causing i

used to resolidfy softened cement around the tip

extract the cement. The
have built in irrigation
However,

this can be done manua

main difference is that

Summary of Safety and Effectiveness:

The sponsor has provided

Telephone Communications:

On July 1, 1996, I spoke
tips to break off during
Dr. Sheridan informed me
and probes that involves
weakness due to fatigue

cracking woul

a summary of SSE.

rom tip to cement.
t to soften.

Irrigation is
and slide hammer is used to
the subject device does not

/aspiration system 1ike the predicate device.
1lly by the surgeon.

with Bob Sheridan regarding the potential for probe
use and potentially becoming stuck in the cement.
that there is a start up procedure for all handsets

a full computer-controll
d manifest 1

ed tuning cycle. Any
tself as a failure to tune

The energy

correctly. On July 8, 1996 I received the hard copy regarding this concern.

This adequately addressed my concerns.
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C.L. Mclntosh \ K9e173 s’/g,_’

& ASSOCIATES ., INC Medical and Regulatory Affairs Services

12300 Twinbrook Parkway. Suite 625 Tel: (301) 770-9590

Rockuille. Marpland 20852 Fax: (301) 770-9584

- <o 13

June 28, 1996 x &=
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Food and Drug Administration = = L c
Center for Devices and Radiological Health P S

Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, MD 20850

Re: K961725
Orthosonics, Ltd.

Orthosonics OSCAR System for Cemented Arthroplasty Revision
ATTN: Hany Demian (HFZ-410)

Dear Mr. Demian:

We are submitting this amendment to K961725 on behalf of Orthosonics, Ltd. in
response to your request for more information in our telephone conversation of today.

(b)4)

910
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I hope that this information has addressed your concerns. Thank you for your
~ consideration in this matter. If you require any additional information or clarification,
please call me at (301) 770-9590.
Sincerely yours,
Robert L. Sheridan
Vice President for Device Evaluation
il
\//
),
D11
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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STATEMENT OF INDICATIONS FOR USE

e’

510(k) Number (if known): K961725
Device Name:
Indications For Use:
The Orthosonics OSCAR System for Cemented Arthroplasty Revision is intended to assist
in the removal of polymethylmethacrylate (PMMA) bone cement during arthroplasty
revision.

" S

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

) Prescription Use OR Over-The-Counter Use
~ (Per 21 CFR 801.109)

012
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C.L. Mclntosh LICATE 1< F0t2a57h !
& AssOCIATES, N« Medical and Regulatory Affairs Services
1.2300 Twinbrook Parkway. Suite 625 Tel: (301) 770-9590
; Rockeille, Maryland 20852 Fax: (301) 770-9584
p——
July 1, 1996
ol (o) pr
z g m
= i
Food and Drug Administration = T =
Center for Devices and Radiological Health ™ o
Document Mail Center (HFZ-401) = Z i%i
9200 Corporate Boulevard = I
Rockville, MD 20850
Re: K961725
Orthosonics, Ltd.
Orthosonics OSCAR System for Cemented Arthroplasty Revision
ATTN: Hany Demian (HFZ-410)
Dear Mr. Demian:
Spn
We are submitting this amendment to K961725 on behalf of Orthosonics, Ltd. in
response to your request for more information in our telephone conversation of today.
(b)(4)
—_—
013
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I hope that this information has addressed your concerns. Thank you for your

consideration in this matter. If you require any additional information or clarification,

please call me at (301) 770-9590.
Sincerely yours,

[l

Robert L. Sheridan
Vice President for Device Evaluation

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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| REVISED:01/22/96

PREMARXET NOTIFICATION (516 (K) } CHECKLIST FOR ACCEPTANCE DECISION

~k q 6 l’p‘r Device Name CQ/W\Q/V\j\ thV’S-M
Division/Branch @ 6\ @ O O ﬂ n -
S TYV P @.ﬁtﬁ e (2[5 ¢

Supervisory Signature - Date
Did the firm request expedited review? Yes L No

Did we grant expedited review? Yes 7<No

Truthful and accurate statement enclosed? fﬂ Yes No

(If Not Enclosed, Must Be A Refuse To Ac&épt Letter)
Required For Originals Received 3/14/95 And After

Is the Indication for Use Form enclosed? 7<Y!-:s No
(Required for Original 510(k)s received 1/1/96 and after --
must be submitted on a separate sheet of paper)

Without reviewing this 510(k), Eiyou believe this device type may be a preamendments
class III device? Yes No (IF YES, NOTIFY POS IMMEDIATELY IF THE OUTSIDE OF
THE 510(k) HAS NOT BEEN STAMPED bLASS IIT SO THAT THE GMP INSPECTION CAN BE SCHEDULED AS
SOON AS POSSIBLE). Class III devices can not receive a determination of substantial
“quivalence until the GMP inspection process has been completed.

~—<4 this a file that was determined to be substantially equivalent by ODE, but placed on
hold due to GMP violations and deleted after 12 months.on.hold?__1f_so,_-a-new.ODE.review.
is not required, please forward to POS.

R

Accepted Refuse To
Accept

015

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

YES
PRESENT

OMISSION JUSTIFIED

NO
INADEQUATE
OMITTED

Is The Product A Device?

a

Is The Device Exempt From 510(k) By
Regulation Or Policy?

Is Device Subject To Review By CDRH?

(i) Are You Aware That This Device Has
Been The Subject Of A Previous NSE
Decision?

(ii) If Yes, Does This New 510(k) Address
The NSE Issue(s) (E.G., Performance
Data) ?

(i) Are You Aware Of The Submitter Being
The Subject Of An Integrity Investigation?

If Yes, Consult The ODE Integrity Officer.

(ii) Has The ODE Integrity Officer Given
Permission To Proceed With The Review?
(Blue Book Memo #I91-2 And Federal
Register 90N-0332, September 10, 1991.)

Does The Submission Contain The
Information Required Under Sections
510(k), S13(f), And 513(i) Of The Federal
Food, Drug, and Cosmetic Act (Act) And
Subpart E Of Part 807 In Title 21 Of The
Code Of Federal Regulations?:

-

Device Trade Or Proprietary Name

'

Device Common Or Usual Name Or
Classification Name

o~

Establishment Registration Number (Only
Applies If Establishment Is Registered)

Class Into Which The Device Is Classified
Under (21 CFR Parts 862 to 892)

Classificaticon Fenel

0o /.

I

Action Taken To Comply With Section 514 Of
The Act

Proposed Labels, Labeling And
Advertisements (If Available) That
Describe The Device, Its Intended Use, And
Directions For Use (Blue Book Memo #G91-1)

- ‘

I
=
7
/

016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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/
8. A 510(k) Summary Of Safety And U T S o

Effectiveness Or A 510(k) Statement That
Safety And Effectiveness Information Will
Be Made Available To Any Person Upon
Request

9. For Class III Devices Only, A Class IIIX CCi,/EL////, a
Certification And A Class III Summary :
10. Photographs Of The Device g///

11. Engineering Drawings For The Device With . /////b
"

--Dimensions And Tolerances

12. The Marketed Device(s) To Which
Equivalence Is Claimed Including Labeling
And Description Of The Device

13. Statement Of Similarities And/Or
Differences With Marketed Device (s)

a
/
14. Data To Show Consequences And Effects Of A ( g a

Modified Device(s)

15. Truthful And Accurate Statement 0
a

II. Additional Information That Is Necessary

Under 21 CFR 807.87(h): /

A. Submitter’'s Name And Address a a

B. Contact Person, Telephone Number And a
Fax Number

C. Representative/Consultant If Applicable ( 8]

a
D. Table Of Contents With Pagination \tr~—-\\\. a
0 0]

E. Address Of Manufacturing
Facility/Facilities And, If
Appropriate, Sterilization Site(s)

III. Additional Information That May Be g u]
. Necessary Under 21 CFR 807.87(h):
A. Comparison Table Of The New Device To a Q
The Marketed Device(s)
B. Action Taken To Comply With Voluntary 1] a
Standards

. lertarmance Dats ‘ i}

(o]

¢

{

MARFETED DEVICE: \J a ,I
Bench Testing * a
Animal Testing b a
Clinical Data /U 8]
NEW DEVICE: / g o
Bench Testing a g
a

ng, Animal Testing \TT““—‘
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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~

J Clinical Data - : a
' D. Sterilization Information a
E. Software Information a
\~/IAF. Hardware Information a
G. 1If This 510(k) Is For A Kit, Has The Kit a
Certification Statement Been Provided? l
H. 1Is This Device Subject To Issues That Have 8] '
Been Addressed In Specific Guidance
Document (s) ?
If Yes, Continue Review With Checklist 0
From Any Appropriate Guidance Documents.
If No, Is 510(k) Sufficiently Complete To a
Allow Substantive Review?
I I. Other (Specify) 0 a

018

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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REVISED:3/14/9s

THE 510(K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER $10(K)
BOXLERPLATES TITLED “DOCUMENTATION®" AND MUST BE FILLED OUT WITH
~— EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

“"SUBSTANTIAL EQUIVALENCE®" (SE) DECISION MAKING GCOCUMENTATION

Reviewer:

Division/Branch:

Device Name:

Product To Which Compared (510(K) Number If Known} :

YES NO
1. is Product A Device If NO = Stop
2. Is Device Subject To S10(k)? If NO = Stop
3 Same Indication Statement? If YES = Go To S
4. Do Differences Alter The Effect Or If YES = Stop NE
Raise New Issues of Safety Or
Effectiveness?
~
S. Same Technological Characteristics? If YES = Go To 7
6. Could The New Characteristics Affect If YES = Go To 8
Safety Or Effectiveness?
7. Descriptive Characteristics Precise If NO = Go To 10
Enough? If YES = Stop SE
‘8. New Types Of Safety Or Effectiveness If YES = Stop NE "
Questions?
9. Accepted Scientific Methods Exist? If NO = Stop NE
1¢. Performance Data availables {r HU = Reduest
: i Data i
:_'”-"_ FRELIL TR S et _““——‘._‘—'—‘_——_T—"’—‘P‘—' -
i il. Data Demonstrate Equivalence? Final Decision:
I TR I S
Note: In addition to completing the form on the LAN, *“yes" responses to
questions 4, 6, 8, and 11, and every "no" response requires an
explanation.
~——”

019

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



’ Records processed under FOIA Request 2014-8215; Released 11/5/14

1. Intended Use:

2. Device Description: Provide a statement of how the device is either
similar to and/or different from other marketed devices, plus data (if
necessary) to support the statement. Is the device life-supporting or
life sustaining? Is the device implanted (short-term or long-term)? Does
the device design use software? Is the device sterile? Is the device for-
single use? Is the device product as a component? Is this device a kit?
Provide a summary about the devices design, materials, physical
properﬁies and toxicology profile if important.

EXPLANATIONS TO “YES" AND "NO® ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

1. Explain why not a device:

2. Explain why not subject to 510(k):

3. How does the new indication differ from the predicate device’s
indication:

4. Explain why there is or is not a new effect or safety or effectiveness
issue:

S. Describe the new technological characteristics:

6. Explain how new characteristics could or could not affect safety or
effectiveness:

7. Explain how descriptive characteristics ar not precise enough:

8. Explain new types of safety or effectiveness questions raised or why the

questions are not new:
9. Explain why existing scientific methods can not be used:
10. Explain what performance data is needed:
11. Explain how the performance data demonstrates that the device is or is

ret substantially equivalent:

ATTACH ADDIT1ONAL SUPPORTING TNFORMATION

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 Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.
Rockville, Maryland 20850

May 03, 1996

C L. MCINTOSH & ASSOCIATES, INC.  510(k) Number: K961725

MEDICAL AND REGULATORY AFFAIRS SERV Received: 03-MAY-96

12300 TWINBROOK PARKWAY Product: OSCAR ORTHOSONICS
SUITE 625 SYSTEM FOR CEMENTED
ROCKVILLE, MD 20852 ARTHROPLASTY

ATTN: ROBERT L. SHERIDAN REVISION

The Center for Devices and Radiological Health (CDRH), Office of Device
Evaluation (ODE), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.

We will notify you when the processing of your premarket notification 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.

On January 1, 1996, FDA began requiring that all 510(k) submitters provide on

a separate page and clearly marked "Indication For Use" the indication for use
of their device. If you have not included this information on a separate page
in your submission, please complete the attached and amend your 510(k) as soon
as possible. Also if you have not included your 510(k) Summary or 510(k)
Statement, or your Truthful and Accurate Statement, please do so as soon as
possible. There may be other regulations or requirements affecting your device
such as Postmarket Surveillance (Section 522 (a) (1) of the Act) and the Device
Tracking regulation (21 CFR Part 821). Please contact the Division of Small
Manufacturers Assistance at the number below for more information.

Please remember that all correspondence concerning your submission MUST be
sent to the Document Mail Center (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the Document Mail Center will
not be considered as part of your official premarket notification submission.
Because of equipment and personnel 1imitations, we cannot accept telefaxed
material as part of your official premarket notification submission, unless
specifically requested of you by an FDA official. Any telefaxed material
must be followed by a hard copy to the Document Mail Center (HFZ-401).

If you have procedural or policy questions, or want information on how to check
on the status of your submission (after 90 days from the receipt date), please
contact the Division of Small Manufacturers Assistance at (301) 443-6597 or
their toll-free number (800) 638-2041, or call me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Staff

Office of Device Evaluation

Center for Devices and Radiological Health

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

P et e immonsot e ey i

SOCIATES, ING . ' ‘ Medical and Regulatory Affairs Services

12300 Twinbrook Parkway, Suite 625  Tel: (301 ) 770-9590
Rockville, Maryland 20852 Fax: (301) 770-9584

May 3, 1996

Center for Devices. and Radiological Health
Food and Drug Administration
Dociune tMaﬂ C@nﬁ:@r

hopedic Bevices Branch, HFZ-410
)wrsmn of Restorative and General Devices

Re: 510¢k) Premarket Notification e
OSCAR Orthosonics System for Cemented Arthroplasty R pvisio

Dear Sir or Madam:

or Cemenited A “ ‘w vision, is subst&ntlally equwalent
to 51m11ar ulftrasomc sm'gttal mstrumem?s preawn y cleared for marketing.

The indicatiens for use am target population for the OSCAR Orthosonics System for
Cemented Arltjj‘j opl evision are the same as for the predicate devices, and the
performance of the Gﬂh@&mﬂés device is the same as or better than the predicate
devices.

The classification mame of the of the device that Qrﬁh@mmcs intends. to

introduce is semic surgical instrument (amd accessories/at ents). The
trade: name for th Idﬁﬁ?we is the @ UQ@AR‘ ‘Ethummﬁs Systam fer Cemntﬁ-d
Arthroplasty Revision.

Establishment Registration

The Establishment Registration number for Orthosonics, Ltd. is 9681503. Q

Questions? Contact FDA/CDRH/OCE/DID at CDRH- FOISTATUS@fda hhs.gov or'301-796-811
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Orthosonics, Ltd.

510(k) Notification

Page 2
Classification

21 CFR 888.4580

Class 11

87JDX 9/\
Orthopedic Devices Panel
Performance Standards

To date, to the best of our knowledge, no Section 514 Performance Standards
have been established for this device.

Substantial Equivalence

The OSCAR Orthosonics System for Cemented Arthroplasty Revision is
similar in design and function to the System 10 Model 100 ("UltraDrive")
Surgical System made by Advanced Osseous Technologies (K900003).

For your convenience the "Premarket Submission Cover Sheet” immediately follows
this cover letter.

We believe that the enclosed information meets all the Food and Drug Administration’s
requirements for a premarket notification. To assist you in coming to the same
conclusion, we have provided a completed "Premarket Notification 510(k) Checklist for
Acceptance Decision," which follows this cover letter.

Contact Person

The contact person for all questions regarding this document is the undersigned.

"510(k) Summary"

In response to the requirements addressed by the SMDA of 1990, we have enclosed a
summary of the safety and effectiveness information upon which the substantial
equivalence' determination is based. This 510(k) Summary contains the information
described in 21 CFR 807.92, and is provided in Section VII.

' Theterms "substantial equivalence" and "substantially equivalent" are used in this letter

and the enclosed 510(k) as they are defined in the Federal Food, Drug, and Cosmetic
Act.

0823
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Orthosonics, Ltd.
510(k) Notification
Page 3

Premarket Notification Truthful and Accurate Statement

We have also enclosed the Premarket Notification Truthful and Accurate Statement
Certification as required by 21 CFR 807.87(j) in Section VIIL

Statement of Indications for Use

In response to the requirement that a 510(k) contain a statement of indications for use
on a separate labeled page, we have included such a statement as the last page of
Section 1.

Confidentiality

We request, in accordance with 21 CFR 807.95(b), that FDA hold confidential the
information in this premarket notification as it relates to our intention to market this
product in the U.S. Further, some of the information in this application may be trade

secret or commercial/financial information that is privileged or confidential. This

confidential information is nondisclosable under the Freedom of Information Act, even
after the existence of the application becomes public. We ask that you consult with us,
as provided for in 21 CFR 20.45, should you have any question whether requested
information is confidential. Each page of this document containing "Confidential
information has been clearly identified.

This submission provides the premarket notification required by Section 510(k) of the
FD&C Act and 21 CFR 807.87. Based on the information submitted herein,
Orthosonics requests clearance to market this product as soon as possible.

Thank you for your consideration of this matter. If you require any additional
information or clarification, please call the undersigned or Dr. T. Whit Athey at 301-
770-9590.

Robert L. Sheridan
Vice President
Device Evaluation

Enclosures: 510(k) Cover Sheet
510(k) Checklist
510(k) Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
. T 1
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Date of Submission:

FDA Document Number:

x 510¢k)
[0 510(k) Add’l information

[ IDE

¢ | IDE Amendment
] IDE Supplement
] IDE Report

.1 PMA
.1 PMA Amendment
['7T PMA Report

[ PMA Supplement - Regular

[l PMA Supplement -Special

[J PMA Supplement - 30 day

[J PMA Supplement - Panel Track

xI New device {0 Additional or expanded indications
materials, or manufacturing process
{3 Other reason (specify):

[0 Change in technology, design,

O New device

[0 Withdrawal

[ Additional or expanded indications
[0 Licensing agreement

O Change in design, component,
or specification:
O Software
O Color Additive
) Other (specify below)

O Location change:
O Manufacturer
[0 Sterilizer
1 Packager
[ Distributor
[ Labeling change:

O Indications
[ Instructions

O Shelf life
(1 Trade name
{3 Other (specify below)

[0 Change in ownership
[0 Change in correspondent

[J Other reason (specify):

[ New device

[J Addition of institution

[J Expansion/extension of study
{1 IRB certification

[1 Request hearing

[0 Request waiver

[0 Termination of study

[0 Withdrawal of application

O Emergency use:
O Notification of
emergency use
[0 Additional information

{0 Other reason (specify):

[ Performance Characteristics

[] Process change:
[0 Manufacturer
O Sterilizer
[J Packager

0J Report submission:
0 Annuat or periodic

[} Post-approval study

O Adverse reaction

{0 Device defect
0O Response to FDA correspondence (specify below) [1 Amendment
[J Request for applicant hold
O Request for removal of applicant hold
[J Request for extension
[0 Request to remove or add manufacturing site

O Change in:

[J Response to FDA letter concerning:
[0 Correspondent O Conditional approval
[} Design 00 Deemed approved

O Informed consent

[ Manufacturer

O Protocol - feasibility
[J Protocol - other

[0 Sponsor

[J Deficient final report
(0 Deficient progress report
(J Deficient investigator report
[0 Disapproval
[] Request extension of time
to respond to FDA
[J Request meeting
[J IOL submissions only:
[0 Change in IOL style
[J Request for protocol waiver

(] Report submission:
[J Current investigator
0 Annual progress
[0 Site waiver limit reached
[0 Final

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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CFR Section:
CFR 888.4580

Product code:
87JDX

Classification panel: Orthopedics

Product codes of devices to which substantial equivalence is claimed:

1 JDX 2 3 4

5 6 7 8

FDA Document Number:

Device class:

O Class 1
O Class 11

xI Class 1I
O Unclassified

Summary of, or statement concerning,
safety and effectiveness data:
X 510(k) summary attached
0 510(k) statement

Information on devices to which substantial equivalence is claimed:

510(k) Trade or proprietary or model name Manufacturer
Number

1 K900003 1 System 10, Model 100 Surgical System 1 Advanced Osseous Technologies (AOT)

2 K864983 2 CUSA System 200M 2 Cooper Lasersonics

3 3 3

4 4 4

5 s 5

Common or usual name or classification name: System, Cement Removal Extraction

Trade or proprietary or model name

Mode! number

1 Oscar Orthosonics System for Cemented Arthroplasty Revision 1 None
2 2
3 3
4 4
5 )
6 6

FDA document numbers of all prior related submissions (regardless of outcome):

I N/A 2 3

4 5 6

7 8 9

10 11 12

Data included in submission:

&l Laboratory testing

] Animal trials [J Human trials

Indications (from labeling):

For removal of bone cement during cemented arthroplasty revision

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

[zl Original FDA establishment registration | X Manufacturer 0 Contract sterilizer

O Add O Delete | number:
9681503 O Contract manufacturer [J Repackager / relabeler

Company / Institution name: Orthosonics, Ltd

Division name (if applicable): Phone number (include area code):
+44-1364-652426

Street address: Bremridge House FAX number (include area code):
+44-1364-653589

City: Ashburton State / Province: Devon Country: UK ZIP / Postal Code: TQ137JX

Contact name: Dr. Michael Young

Contact title: Managing Director

[ Original FDA establishment registration | [J Manufacturer (O Contract sterilizer
[0 Add [] Delete number:

(0 Contract manufacturer [0 Repackager / relabeler
Company / Institution name:
Division name (if applicable): Phone number (include area code):
Street address: FAX number (include area code):
City: State / Province: Country: ZIP / Postal Code:

Contact name:

Contact title:

028

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

Company / Institution name: Orthosonics, Ltd FDA establishment registration number:
9681503

Division name (if applicable): Phone number (include area code):
+44 1364 652426

Street address: Bremridge House FAX number (include area code):
+44 1364 653589

City: Ashburton State/Province Country: UK ZIP / Postal Code: TQ137JX

Devon
Signature:

Name: Michael J. R. Young

Title: Managing Director, Orthosonics Ltd.

Company / Institution name: C. L. Mclntosh & Associates

Division name (if applicable): Phone number (include area code):
301-770-9590

Street address: 12300 Twinbrook Parkway, Suite 625 FAX number (include area code):
301-770-9584
City: Rockville State / Province | Country: ZIP / Postal Code: 20852
MD
Contact name: Robert L. Sheridan OR T. Whit Athey
Comntact title:  Vice President, Device Evaluation Senior Consultant

—

Your volunatry completion of this Premarket Submission Cover Sheet will not
affect any FDA decision concerning your submission, but will help FDA’s
Center for Devices and Radiological Health process your submission more
efficiently. The informaiton you provide should apply only to a single
accompanying submission. Please do not send cover sheets for any previous |
submissions. See the instructions for additional information on completing the
cover sheet. If you have a quesiton concerning completion of the cover sheet,
please contact the Division of Small Manufacturers Assistance at (800) 638-
2041 or (301) 443-6597.

e S e

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
| 4
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Company / Institution name: Orthosonics, Ltd

FDA Document Number

FDA establishment registration number:
9681503

Division name (if applicable):

Phone number (include area code):
+44 1364 652426

Street address: Bremridge House

FAX number (include area code):
+44 1364 653589

State/Province
Devon

City: Ashburton

Country: UK

ZIP / Postal Code: TQ137JX

Signature:

S )

Name: Michael J. R. Young

Title: Managing Director, Orthosonics Ltd.

Company / Institution name:

Division name (if applicable):

Phone number (include area code):

Street address:

FAX number (include area code):

City: State / Province

Country:

ZIP / Postal Code:

Contact name:

Contact title:

Your volunatry completion of this Premarket Submission Cover Sheet will not
affect any FDA decision concerning your submission, but will help FDA’s
Center for Devices and Radiological Health process your submission more
efficiently. The informaiton you provide should apply only to a single
accompanying submission. Please do not send cover sheets for any previous
submissions. See the instructions for additional information on completing the
cover sheet. If you have a quesiton concerning completion of the cover sheet,
please contact the Division of Small Manufacturers Assistance at (800) 638-

2041 or (301) 443-6597.

030

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PREMARKET NOTIFICATION (510(K)) CHECKLIST
FOR ACCEPTANCE DECISION

K DATE DMC RECEIVED:

DEVICE TRADE NAME: Oscar Orthosonics System for Cemented Arthroplasty
Revision

REASON FOR 510(K): The applicant, Orthosonics Ltd, is expressing its

intention to introduce the device into commerce, and
this application is submitted as required by regulation

(21 CFR 807.81(a)(2)).
DIVISION/BRANCH: Division of General and Restorative Devices
Orthopedic Devices Branch
ADMINISTRATIVE REVIEWER SIGNATURE:

DATE:

SUPERVISORY SIGNATURE:

DATE:

I Critical Elements:

A. Is the product a device?

The applicant believes the product to be a device based upon definition
in the law and claimed equivalence to classified devices.

B. Is the device exempt from 510(k) by regulation or policy?

The applicant does not believe that the device is exempt from 510(k)
requirements by regulation or policy.

0ot

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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c. Is device subject to review by CDRH?
The applicant believes that the device is subject to review by CDRH.
The device is not a combination product and does not achieve its
intended effect by metabolism, etc.

D. (i) Are you aware that this device has been the subject of a previous
NSE decision?

The device has not been the subject of a previous NSE decision.

(ii) If yes, does the new 510(k) address the NSE issue(s) {(e.g.,
performance data)?

Not applicable.

E. (i) Are you aware of the submitter being the subject of an integrity
investigation? If yes, consuilt the ODE Integrity Officer.

The submitter has not been the subject of an integrity
investigation.

(ii) Has the ODE Integrity Officer given permission to proceed with the
review? (Blue Book Memo #191-2 and Federal Register 90N-0332,
September 10, 1991.)

E Does the submission contain the information required under Sections
510(k), 513(f), and 513(i) of the Federal Food, Drug, and Cosmetic Act
(Act) and Subpart E of Part 807 in Title 21 of the Code of Federal
Regulations?

L Device trade or proprietary name.

The Cover Letter and Overview identify the proprietary name as
Oscar Orthosonics System for Cemented Arthroplasty Revision

® Device common or usual name or classification name.

The classification name and regulation number are identified in the
Cover Letter as:

21 CFR 888.4580 Sonic surgical instrument and
accessories/attachments

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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® Establishment registration number (only applicable if establishment
is registered).

® Class into which the device is classified under (21 CFR Parts 862
to 892).

The Cover Letter includes the device classification: the
Oscar Orthosonics System for Cemented Arthroplasty
Revision is a Class Il device.

® Classification Panel.

The cover letter states that the device would be reviewed
by the Orthopedic Devices Panel.

L Action taken to comply with Section 514 of the Act.

The applicant is not aware of any requirements of Section
514 that apply to the device.

L Proposed labels, labeling, and advertisements (if available) that
describe the device, its intended use, and directions for use (Blue
Book Memo #G91-1).

Proposed labeling and package labels are discussed in
Section IV, and copies are included in the application in
Section VI.

[ A 510(k) summary of safety and effectiveness or a 510(k)
statement that safety and effectiveness information will be made
available to any person upon request.

A 510(k) Summary of safety and effectiveness is included
with the application Section VII.

® Action taken to comply with 21 CFR 807.87(;j)

A Premarket Notification "Truthful and Accurate” Statement
is included in Section VIII.

033
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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® For Class Il devices only, a Class lll Certification and a Class Il
Summary.

The device has not been classified as a class |l device.
L Photographs of the device.

Photographs of the device and accessories are enclosed
with the application in Section Il

] Engineering drawings for the device with dimensions and
tolerances.

Engineering drawing of the device and accessories are
provided in Section Il

® The marketed device(s) to which equivalence is claimed including
labeling and description of the device(s).

The marketed devices are identified in Section IV with
premarket notification numbers of specific predicate
devices. Discriptions and labeling are also included in the
application for one of the predicate devices.

® Statement of similarities and/or differences with marketed devices.

Similarities to and/or differences from marketed devices are
discussed in Section IV of the application.

® Data to show consequences and effects of a modified device.
(Not a modified device)
1. Additional information that is necessary under 21 CFR 807.87(h):
A. Submitter’s name and address.

The applicant’s name and business address is provided in the Cover
Letter

B. Contact person, telephone number and fax number.

The contact person is identified in the Cover Letter along with his
address, and telephone and fax numbers.

034

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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C. Representative/Consultant if applicable.
C.L. Mcintosh & Associates, Inc. has been consulted in the preparation
of this application. The firm’s address and telephone and fax numbers
are listed below.
C.L. Mcintosh & Associates, Inc.
12300 Twinbrook Parkway, Suite 625
Rockville, Maryland 20850
ATTN: T. Whit Athey
Telephone: (301) 770-9590
Fax: (301) 770-9584
D. Table of Contents with pagination.
The Table of Contents with pagination is included in the application.

E. Address of manufacturing facility/facilities and, if appropriate, sterilization
site(s).

The address of the manufacturing facility is given in the Overview
Section.

Sterilization Site: Not Applicable
Il. Additional information that may be necessary under 21 CFR 807.87(h):
A. Comparison table of the new device to marketed device(s).
A table comparing the attributes of the Oscar Orthosonics System for
Cemented Arthroplasty Revision with the legally marketed <ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>