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Dear Sir or Madam:
SUBJECT: Traditional 510(k) - Refobacin® Bone Cement R

Pursuant to Section 510(k) of the Federal Food, Drug, and Cosmetic Act and relevant
amendments thereto, Biomet Orthopedics is submitting the attached premarket notification for
Refobacin® Bone Cement R. This notification is submitted in duplicate: please find enclosed one
paper copy and one electronic copy (e-copy). The e-copy is an exact duplicate of the paper
submission. There have been no prior submissions for the subject device.

Refobacin® Bone Cement R is a bone cement containing gentamicin, for use in arthroplasty
procedures of the hip, knee, and other joints to fix plastic and metal prosthetic parts to living
bone when reconstruction is necessary because of revision of previous arthroplasty procedures
due to joint infection. Additionally an alternative packaging configuration; the Optipac®, a
mixing and application system pre-packed with Refobacin® Bone Cement R, is included in this
submission.

The submission was prepared in accordance with the FDA guidance document, ‘Format for
Traditional and Abbreviated 510(k)s’, issued August 12, 2005.

Basis for Submission: New Bone Cement and alternative packaging configuration

Per the provisions of 21 CFR §807.95(b), we request the FDA hold as confidential the existence
and information provided within this submission. We consider the intent to market the subject
device as confidential information and have taken precautions to protect the confidentiality of
such intent. Further, this notification contains information that is trade secret or confidential
commercial information under 21 CFR§20.61 and therefore, exempt from disclosure under the
Freedom of information Act (FOIA). Biomet requests that FDA consult with the Company as
provided in 21 CFR §20.47 prior to public disclosure of information contained herein.

Question YES NO
Is the device intended for prescription use {21 CFR 801 Subpart D)*? X
Is the device intended for over-the-counter use (21 CFR 807 Subpart X
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Does the device contain components derived from a tissue or other X

biologic source?

Is the device provided sterile? X

Is the device intended for single use? X

Is the device a reprocessed single use device? X
If yes, does this device type require reprocessed validation data?

Does the device contain a drug? X

Does the device contain a biologic? X

Does the device use software? X

Does the submission include clinical information? X

Is the device implanted? X

Is the subject device an in-vitro diagnostic device {IVD)? X

A device may be intended for both prescription and over-the-counter use. If so, the answer to both of these questions is yes.

| trust that the enclosed information is adequate to facilitate your review. Please contact me by
phone (574-371-3024), fax (574-372-1683) or email (carmen.albany@biomet.com) should you
require additional information or, as an alternate contact, Axel Steiof, Director Global
Regulatory Affairs: Bone Cements, Antibiotics, Pharma, by (+49 (0) 30 84581 217), fax (+49
(0)30 8458114217) or email (axel.steiof@biomet.com).

Sincerely,

Sr. Regulatory Affairs Specialist, US

Confidential and Proprietary
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Form Approved OMB No 09100511 Expiration Date April 30, 2016 Sce Instructions for OMB Statement

DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER:
FOOD AND DRUG ADMINISTRATION Write the Payment Identification number or!
MEDICAL DEVICE USER FEE COVER SHEET Y i

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 inciude a copy of this completed form with payment. Payment and mailing instructions can be found at:
http:/mww.fda govioc/mdufmal/coversheet. htmi

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code)

Carmen Albany
2.1 E-MAIL ADDRESS

BIOMET INC carmen.albany@biomet.com
BOX 587 56 EAST BE! E ) ’
s HL DRIV 2.2 TELEPHONE NUMBER (include Area code)
IN 46580 574-371-3024
us

2.3 FACSIMILE (FAX) NUMBER (Include Area code)

DENTIFICATION NUMBER (EIN) 574-371-1683

3. TYP MARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site:

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm345263.htm

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) | ne of th low
[ ] Premarket Approval Application (PMA) [X] Original Application

[ ] Modular PMA Supplement Types:

[ ] Product Development Protocol (PDP) [] Efficacy (BLA)

[ ] Premarket Report (PMR) (1 Panel Track (PMA, PMR, PDP)
[ ] 30-Day Notice [ 1 Real-Time (PMA, PMR, PDP)

[1180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[]1YES, | meet the small business criteria and have submitted the required [X] NO, | am not a small business
qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number:

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

[X] YES (All 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.)

[1NO (If "NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
http:/immww .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.

[ ] 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

- . ) The application is submitted by a state or federal
[ ] This biologics application is submitted under section 351 of the Public [ . . -
Health Service Act for a product licensed for further manufacturing use only govemment enlity for a device that is not to be distributed

commercially

7. ISTHIS 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).
[1YES [X]NO

PAPERWORK REDUCTION ACT STATEMENT

Public reporting burden for this collection of information is estimated to average 18 minutes 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 the address below.

Department of Health and Human Services, Food and Drug Administration, Office of Chief Information Officer, 8455 Calesville Road,
COLE-14-14253 Silver Spring, MD 20993-0002
[Please do NOT return this form to the above address, except as it pertains to comments on the burden estimate.]

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

18-Jan-2015

Form FDA 3601 (05/13)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 0910-0120
Expiration Date: December 31, 2013
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET cap oA Statement on page 5.
Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known)
03/25/2015 (b)(4) |
SECTION A TYPE OF SUBMISSION
PMA PMA & HDE Supplement PDP 510(k) Request for Feedback
[] original Submission [] Regular (180 day) [] original PDP [X] original Submission: [] Pre-Submission
[] Premarket Report [] special [] Notice of Completion [X] Traditional [] informational Meeting
[] Modular Submission [] Panel Track (PMA Only) | [_] Amendment to PDP [] special [] Submision Issue Meeting
Amendment 30-day Supplement Abbreviated (Complete Day 100 Meeti
D D . D section |, Page 5) D ay ng
[] Report [[] 30-day Notice AGdi fonal Infe ) [] Agreement Meeting
[[] Report Amendment [] 135-day Supplement O di lonal fnformafon [] Determination Meeting
[] Licensing Agreement [[] Real-time Review [L] Third Party [] study Risk Determination
Amendment to PMA & Other (specify):
(] HDE Supplement O (speci)
[] other
IDE Humanitarian Device Class Il Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class lll Designation
(De Novo)
[[] original Submission [[] original Submission [] original Submission [] Original Submission []513(9)
[] Amendment [C] Amendment [] Additional Information [] Addi ional Informa ion []other o
[] Supplement ] Supplement (describe submission):
[] Report
[] Report Amendment
Have you used or cited Standards in your submission? ~ [X]Yes [ ] No (If Yes, please complete Section I, Page 5)
SECTION B SUBMITTER, APPLICANT OR SPONSOR
Company / Ins itu ion Name Establishment Registration Number (if known)
Biomet Inc 1825034
Division Name (if applicable) Phone Number (including area code)
Biomet Manufacturing Corp 574-371-3024
Street Address FAX Number (including area code)
56 East Bell Drive 574-371-1683
City State / Province ZIP/Postal Code Country
Warsaw IN 46581 USA
Contact Name

Carmen Albany, DVM

Contact Title Contact E-mail Address
Sr Regulatory Affairs Specialist carmen albany@biomet com

SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above)
Company / Ins itu ion Name

Division Name (if applicable) Phone Number (including area code)
Street Address FAX Number (including area code)
City State / Province ZIP Code Country
Contact Name
Contact Title Contact E-mail Address

FORM FDA 3514 (1/13) Page 1 of 5 Pages

PSC Publishing Services (301) 4436740 EF



SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

[ ] New Device

[ ] withdrawal

[_] Addi ional or Expanded Indications

[ ] Request for Extension

D Post-approval Study Protocol

[ ] Request for Applicant Hold

D Request for Removal of Applicant Hold

D Request to Remove or Add Manufacturing Site

D Change in design, component, or
specification:
[ ] Software/Hardware
[_] Color Additive
[ ] Material
[_] Specifications
[ ] Other (specify below)

[ ] Location change:
[ ] Manufacturer
[ ] sterilizer
[ ] Packager

D Process change:
[ ] Manufacturing [ ] Packaging
[ ] sterilization
[ ] O her (specify below)

D Response to FDA correspondence:

D Labeling change:
[] Indications
[ ] Instructions
[ ] Performance Characteristics
[ ] shelf Life
[] Trade Name
[ ] Other (specify below)

[ ] Report Submission:
[ ] Annual or Periodic
[_] Post-approval Study
[ ] Adverse Reaction
[ ] Device Defect
[ ] Amendment

[ ] Change in Ownership
D Change in Correspondent
D Change of Applicant Address

D Other Reason (specify):

SECTION D2 REASON FOR APPLICATION - IDE

[] New Device

[ ] New Indication

[ ] Addi ion of Institution

D Expansion / Extension of Study
[ ] IRB Certification

[ ] Termination of Study

[ ] withdrawal of Application

[ ] Unanticipated Adverse Effect
D Notifica ion of Emergency Use
D Compassionate Use Request
[ ] Treatment IDE

[ ] Continued Access

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

[ ] sponsor

[] Report submission:
[_] Current Investigator
D Annual Progress Report
[ ] site Waiver Report

[ ] Final

D Response to FDA Letter Concerning:
[] conditional Approval
[ ] Deemed Approved
[ ] Deficient Final Report
D Deficient Progress Report
D Deficient Investigator Report

[ ] Disapproval

[ ] Request Extension of
Time to Respond to FDA

[ ] Request Meeting
[ ] Request Hearing

[ ] Other Reason (specify):

SECTION D3

PX] New Device

REASON FOR SUBMISSION - 510(k)

[ ] Additional or Expanded Indications

[ ] change in Technology

[_] Other Reason (specify):

FORM FDA 3514 (1/13)

Page 2 of 5 Pages
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substan ial equivalence is claimed Summary of, or statement concerning,
safety and effectiveness information
1| LOD 2| MBB 3 4
K] 510 (k) summary attached
5 6 7 8 [ ] 510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)
510(k) Number Trade or Proprietary or Model Name Manufacturer
K031673 Palacos G Heraeus Kulzer GmbH & Co KG
1 1 1
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification name
Bone Cement

Trade or Proprietary or Model Name for This Device Model Number

1 | Refobacin Bone Cement R 1| 5003920002, 5003940001, 5003940002, 5003960001
2 | Optipac-Refobacin Bone Cement R 2 | 5709500392, 5710500394, 5711500396, 5712500398,
3 | Optipac - Refoabcin Bone Cement R - continued 3| 5740500394
4 4

5 5
FDA document numbers of all prior related submissions (regardless of outcome)

1 2 3 4 5 6

7 8 9 10 11 12
Data Included in Submission

X] Laboratory Tes ing D Animal Trials D Human Trials

SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Sec ion (if applicable) Device Class

MBB, LOD 888 3027 D Class | X] Class Il

Classification Panel

[ Jclassii [ ] Unclassified
Orthopedic

Indications (from labeling)
Refobacin Bone Cement R is indicated for use as bone cement in arthroplasty procedures of the hip, knee, and other joints to fix plastic and metal prosthetic parts to
living bone when reconstruction is necessary because of revision of previous arthroplasty procedures due to joint infection The cement is indicated for use in the
second stage of a two stage revision for total joint arthroplasty after the initial infection has been cleared

FORM FDA 3514 (1/13) Page 3 of 5 Pages



Note: Submission of the information entered in Section H does not affect the
need to submit device establishment registra ion.

SECTION H
X] original
[] Add

Facility Establishment Identifier (FEI) Number

[] Delete

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

FDA Document Number (if known)

[X] Manufacturer
[] contract Manufacturer

(] Contract Sterilizer
(] Repackager / Relabeler

Company / Ins itu ion Name

Biomet France SARL

Establishment Registration Number
3006946279

Division Name (if applicable)

Phone Number (inciuding area code)

+33 (0) 475759100
Street Address FAX Number (including area code)
Plateau de Lautagne
City State / Province ZIP Code Country
Valence 26000 France
Contact Name Contact Ti le Contact E-mail Address
Christophe Mironneau

Director Quality, Regulatory Compliance

christophe mironneau@biomet com

Facility Establishment Identifier (FEI) Number

[X] original
[] Add

(] Delete

[[] Manufacturer
[] Contract Manufacturer

[X] Contract Sterilizer
(] Repackager / Relabeler

Company / Ins itu ion Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

Street Address FAX Number (including area code)
City State / Province ZIP Code Country
Contact Name Contact Ti le Contact E-mail Address

Facility Establishment Identifier (FEI) Number
X] original ty (FED [] Manufacturer [X] Contract Sterilizer
[] Add [] Delete [[] Contract Manufacturer ~ [_] Repackager / Relabeler
Company / Ins itu ion Name Establishment Registration Number
Division Name (if applicable) Phone Number (including area code)
Street Address FAX Number (including area code)
City State / Province ZIP Code Country
m (D)) (O)&)]
Contact Name Contact Ti le Contact E-mail Address

FORM FDA 3514 (1/13)

Add Continuation Page| Page 4 of 5 Pages
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized
Standard" statement.
Standards No. Standards Standards Title Version Date
Organization .
ics by Pu
D732 ASTM Standard Test Method for Shear Strength of Plastics by Punch Tool 2010
1 04/01/2010
Standards No. Standards Standards Title Version Date
Organization . . o
5833 1SO Implant for Surgery-Acrylic Resin Cements Second Edition 2002
2 05/01/2002
Standards No. Standards Standards Title Version Date
Organization o )
F451 ASTM Standard Specification for Acrylic Bone Cement 2008
3 08/01/2008
Standards No. Standards Standards Title Version Date
Organization
F2118 Standard Test Method for Constant Amplitude of Force Controlled 2010
ASTM Fatigue Testing of Acrylic Bone Cement Materials
4 12/01/2010
Standards No. Standards Standards Title Version Date
Organization . . i i
F1980 Standard Guide for Accelerated Aging of Sterile Barrier Systems for 2007
ASTM Medical Devices
5 04/01/2007
Standards No. Standards Standards Title Version Date
Organization
11135-1 Sterilization of health care products-Ethylene oxide-Part 1: 2007
1SO Requirements for development, validation and routine control of a
6 sterilization process for medical devices 05/01/2007
Standards No. Standards Standards Title Version Date
Organization
13408-1 1SO Aseptic Processing of Health Care Products-Part 1: General
requirements-Second Edition
7 06/15/2008
2008
Please include any additional standards to be cited on a separate page.
This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW.*
The burden time for this collection of information is estimated to average 0.5 hour per response, including the time to review instructions, search
existing data sources, gather and maintain the data needed and complete and review the collection of information. Send comments regarding this
burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to:
Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
1350 Piccard Drive, Room 400
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 3514 (1/13) Page 5 of 5 Pages
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BIOMET

March 25, 2015

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (W0O66-G609)
10903 New Hampshire Ave.

Silver Spring, MD 20993-0002

Dear Sir or Madam:
SUBJECT: Traditional 510(k) — Refobacin® Bone Cement R

Pursuant to Section 510(k) of the Federal Food, Drug, and Cosmetic Act and relevant
amendments thereto, Biomet Orthopedics is submitting the attached premarket notification for
Refobacin® Bone Cement R. This notification is submitted in duplicate: please find enclosed one
paper copy and one electronic copy (e-copy). The e-copy is an exact duplicate of the paper
submission. There have been no prior submissions for the subject device.

Refobacin® Bone Cement R is a bone cement containing gentamicin, for use in arthroplasty
procedures of the hip, knee, and other joints to fix plastic and metal prosthetic parts to living
bone when reconstruction is necessary because of revision of previous arthroplasty procedures
due to joint infection. Additionally an alternative packaging configuration; the Optipac®, a
mixing and application system pre-packed with Refobacin® Bone Cement R, is included in this
submission.

The submission was prepared in accordance with the FDA guidance document, ‘Format for
Traditional and Abbreviated 510(k)s’, issued August 12, 2005.

Basis for Submission: New Bone Cement and alternative packaging configuration

Per the provisions of 21 CFR §807.95(b), we request the FDA hold as confidential the existence
and information provided within this submission. We consider the intent to market the subject
device as confidential information and have taken precautions to protect the confidentiality of
such intent. Further, this notification contains information that is trade secret or confidential
commercial information under 21 CFR§20.61 and therefore, exempt from disclosure under the
Freedom of Information Act (FOIA). Biomet requests that FDA consult with the Company as
provided in 21 CFR §20.47 prior to public disclosure of information contained herein.

Question YES NO
Is the device intended for prescription use (21 CFR 801 Subpart D)*? X
Is the device intended for over-the-counter use (21 CFR 807 Subpart X

16



o?

Does the device contain components derived from a tissue or other X

biologic source?

Is the device provided sterile? X

Is the device intended for single use? X

Is the device a reprocessed single use device? X
If yes, does this device type require reprocessed validation data?

Does the device contain a drug? X

Does the device contain a biologic? X

Does the device use software? X

Does the submission include clinical information? X

Is the device implanted? X

Is the subject device an in-vitro diagnostic device (IVD)? X

" A device may be intended for both prescription and over-the-counter use. If so, the answer to both of these questions is yes.

| trust that the enclosed information is adequate to facilitate your review. Please contact me by
phone (574-371-3024), fax (574-372-1683) or email (carmen.albany@biomet.com) should you
require additional information or, as an alternate contact, Axel Steiof, Director Global
Regulatory Affairs: Bone Cements, Antibiotics, Pharma, by (+49 (0) 30 84581 217), fax (+49
(0)30 8458114217) or email (axel.steiof@biomet.com).

Sincerely,

Sr. Regulatory Affairs Specialist, US

Confidential and Proprietary
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Department of Health & Human Services Center for Devices and Radiological Health
Food and Drug Administration Im ‘ s Office of Device Evaluation & Office of In-Vitro Diagnostics

Contains Nonbinding Recommendations

Acceptance Checklist
for Traditional 510(k)s

(Should be completed within 15 days of DCC receipt)

The following information is not intended to serve as a comprehensive review.

Print Form

510(k) #: K Date Received by DCC:
Lead Reviewer:

Branch: Division: Center/Office:

Note: If an element is left blank on the checklist, it does not mean the checklist is incomplete. It means the reviewer did not assess the
element during RTA and the element will be assessed during the substantive review.

Preliminary Questions

Answers in the shaded blocks indicate consultations with Center advisor is needed Yes No

1) Is the product a device (per section 201(h) of the FD&C Act) or a combination product (per 21 CFR 3.2(e))
with a device constituent part subject to review ina 510(k)?

If it appears not to be a device (per section 201(h) of the FD&C Act) or such a combination product, or you are X
unsure, consult with the CDRH Jurisdictional Officer or the CBER Office Jurisdiction Liaison to determine the
appropriate action, and inform division management. Provide a summary of the Jurisdictional Officer's/Liaison’s
determination. If the product does not appear to be a device or such a combination product, mark "No."

Comments? Subject device is combination product per 21 CFR 3.2 (e)

2. |s the application with the appropriate Center?

If the product is a device or a combination product with a device constituent part, is it subject to review by the
Center in which the submission was received? If you believe the application is not with the appropriate Center or X
you are unsure, consult with the CDRH Jurisdictional Officer or CBER Office Jurisdiction Liaison to determine the

appropriate action and inform your division management. Provide a summary of the Jurisdictional Officer's/Liaison's

determination. If application should not be reviewed by your Center mark "No."
Comments? CDRH

3) If a Request for Designation was submitted for the device or combination product with a device constituent
part and assigned to your center, identify the RFD # and confirm the following:

a) Is the device or combination product the same (e.g., design, formulation) as that presented in the RFD
submission?

b) Are the indications for use for the device or combination product identified in the 510(k) the same as those
identified in the RFD submission ?

If you believe the product or the indications presented in the 510(k) have changed from the RFD, or you are unsure,
consult with the CDRH Jurisdictional Officer or appropriate CBER Jurisdiction Liaison to determine the appropriate
action and inform your division management. Provide summary of Jurisdictional Officer's/Liaison's determination.

If the answer to either question is no, mark "No." If there was no RFD, skip this question.

Comments? Not Applicable. A request for Designation has not been submitted for the subject device

4) Is this device type eligible for a 510(k) submission?

If a 510(k) does not appear to be appropriate (e.g., Class lll type and PMA required, or Class | or Il type and 510(k)- X
exempt), you should consult with the CDRH 510(k) Program Director or appropriate CBER staff during the
acceptance review. If 510(k) is not the appropriate regulatory submission, mark "No."

Comments? A 510(k) is appropriate as the device is a Class Il device per 21 CFR §888.3027

Page 1 of 12 Last Update: 01/22/2014



5) Is there a pending PMA for the same device with the same indications for use?

If yes, consult division management and the CDRH 510(k) Program Director or appropriate CBER staff to determine X
the appropriate action.

Comments? No there is not PMA pending for the same device with the same indications for use.

6) If clinical studies have been submitted, is the submitter the subject of an Application Integrity Policy (AIP)?
If yes, consult with the CDRH Office of Compliance/Division of Bioresearch Monitoring (OC/DBM - BIMO) or CBER
Office of Compliance and Biologics Quality/Division of Inspections and Surveillance/Bioresearch Monitoring Branch X
(OCBQ/DIS/BMB) to determine the appropriate action. Check on web at http://www.fda.gov/ICECI/
EnforcementActions/ApplicationintegrityPolicy/ucm134453.htm

Comments? No clinical data submitted as part of this submission.

If the answer to 1 or 2 appears to be "No," then stop review of the 510(k) and issue the "Original Jurisdictional Product" letter.

If the answer to 3a or 3b appears to be "No," then stop the review and contact the CDRH Jurisdictional Officer or CBER Office of Jurisdiction Liaison.

If the answer to 4 is "No," the lead reviewer should consult division management and other Center resources to determine the appropriate action.

If the answer to 5 is "Yes," then stop review of the 510(k), contact the CDRH 510(k) Staff and PMA Staff, or appropriate CBER staff.

If the answer to 6 is "Yes," then contact CDRH/OC/DBM-BIMO or CBER/OCBQ/DIS/BMB, provide a summary of the discussion with the BIMO Staff, and indicate BIMO's
recommendation/action.

Page 2 of 12 Last Update: 01/22/2014
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1) Submission contains a Table of Contents

2) Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling section, etc.)

3) All pages of the submission are numbered.

4) Type of 510(k) is identified (i.e., traditional, abbreviated, or special)

XX | XX

Page 3 of 12

Last Update: 01/22/2014
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Elements of a Complete Submission (RTA Items)
(21 CFR 807.87 unless otherwise indicated)

Submission should be designated RTA if not addressed.

Check "Yes™ if item is present, ""N/A™" if it is not needed and ""No"" if it is not included but needed.

- Any “No” answer will result in a “Refuse to Accept” decision.
- Each element on the checklist should be addressed within the submission. An applicant may
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is Yes No N/A |Comment
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered
during the review of the submission.
A. Administrative
1) All content used to support the submission is written in English (including translations of test %
reports, literature articles, etc.)
2) Submission identifies the following (such as in CDRH Premarket Review Submission Cover Sheet % %
(Form 3514) or 510(k) cover letter):
a) Device trade name or proprietary name X
b) Device common name X
¢) Device class and panel or
Classification regulation or X
Statement that device has not been classified with rationale for that conclusion
Comments? See CDRH cover sheet Section F and Section G
3) Submission contains Indications for Use Statement with Rx and/or OTC designation (see also 21 % %
CFR 801.109).
Comments? See Section 6, Indications for Use Statement
4) Submission contains 510(k) Summary or 510(k) Statement X X
a) Summary contains all elements per 21 CFR 807.92 (See also 510(k) Summary Checklist) X
b) Statement contains all elements per 21 CFR 807.93 X
Comments? See Section 7, 510(k) Summary
5) Submission contains Truthful and Accuracy Statement per 21 CFR 807.87(k) See recommended format. X X
Comments? See Section 8, Truthful and Accuracy Statement
6) Submission contains Class Ill Summary and Certification. See recommended content. X X
Comments? Not applicable, submission is not a Class 11l 510(k)
7) Submission contains clinical data X X
Comments? Not applicable, submission does not contain clinical data
8) If submission references use of a national or international standard as part of demonstration of
substantial equivalence, submission contains Standards Data Report for 510(k)s (Form 3654) or % %
includes detailed information about how and the extent to which the standard has been
followed.
Comments? See Section 12 for SF 3654 Forms
9) The submission identifies prior submissions for the same device for which FDA provided
feedback related to the data or information needed to support substantial equivalence (e.g.,
submission numbers for Pre-Submission, IDE, prior not substantially equivalent (NSE) X X
determination, prior 510(k) that was deleted or withdrawn) or states that there were no prior
submissions for the subject device.

Page 4 of 12
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Elements of a Complete Submission (RTA Items)

(21 CFR 807.87 unless otherwise indicated)

Submission should be designated RTA if not addressed.

Check "Yes™ if item is present, ""N/A™" if it is not needed and ""No"" if it is not included but needed.

- Any “No” answer will result in a “Refuse to Accept” decision.

- Each element on the checklist should be addressed within the submission. An applicant may
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered
during the review of the submission.

Yes

No

N/A

[Comment

a) If there were prior submissions, the submitter has identified where in the current
submission any issues related to a determination of substantial equivalence outlined in
prior communications are addressed. For additional information regarding the Pre-
Submission process, please refer to the Draft Guidance “Medical Devices: The Pre-
Submission Program and Meetings with FDA Staff.” Once finalized, this guidance will
represent the Agency's current thinking on this topic.

Comments? There have been no prior submission for the subject device (also stated in cover letter-Section 4)

and CDRH cover sheet (Section 3).

B. Device Description

10)

a) If there are requirements regarding the device description, such as special controls, in a
device-specific regulation that are applicable to the device, the submission includes
device description information to establish that the submitter has followed the device-
specific requirement.

b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes device description information to
establish that the submitter has addressed the recommendations or otherwise has met
the applicable statutory or regulatory criteria through an alternative approach.

Comments? Guidance documents are referenced in Device Description (section 14). There are no other

known device-specific guidance documents referenced in this submission other than the special

controls guidance document referenced in Section 14.

11) Descriptive information is present and consistent within the submission (e.g., the device
description section is consistent with the device description in the labeling), including:

a) A description of the principle of operation and mechanism of action for achieving the
intended effect.

b) A description of proposed conditions of use, such as surgical technique for implants;
anatomical location of use; user interface; how the device interacts with other devices;
and/or how the device interacts with the patient.

¢) A list and description of each device for which clearance is requested.

Comments? Above information is included in the Device Description (Section 14).

12) Submission contains representative engineering drawing(s), schematics, illustrations and/or
figures of the device that are clear, legible, labeled, and include dimensions.

Comments? Engineering drawings are provided in Section 14.

13) If device is intended to be marketed with multiple components, accessories, and/or as part of a
system

a) Submission includes a list of all components and accessories to be marketed with the
subject device.

b) Submission includes a description (as detailed in item 11(a) and (b) and 12 above) of
each component or accessory.

Page 5 of 12
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Elements of a Complete Submission (RTA Items)
(21 CFR 807.87 unless otherwise indicated)

Submission should be designated RTA if not addressed.

Check "Yes™ if item is present, ""N/A™" if it is not needed and ""No"" if it is not included but needed.

- Any “No” answer will result in a “Refuse to Accept” decision.

- Each element on the checklist should be addressed within the submission. An applicant may
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered
during the review of the submission.

Yes

No

N/A

[Comment

c) A 510(k) number is provided for each component or accessory that received a prior
510(k) clearance.

Comments? Information regarding accessories is contained within Section 14 Device Description.

Accessories identified in the submission are distributed as part of a convenience kit. A Kit
Certification is provided. Accessories included in the kit are classified as Class | Exempt and thus

no 510(k) clearance is required.

C. Substantial Equivalence Discussion

14) Submitter has identified a predicate device.

a) Predicate's 510(k) number, trade name, and model number (if applicable) provided.

For predicates that are preamendments devices, information is provided to document
preamendments status. Information regarding documenting preamendment status is
available online.

b) The identified predicate(s) is consistent throughout the submission (i.e., the predicate(s)
identified in the Substantial Equivalence section is the same as that listed in the 510(k)
Summary (if applicable) and that used in comparative performance testing.

Comments? Above information is included in the Substantial Equivalence Section (Section 15).

15) Submission includes a comparison of the following for the predicate(s) and subject device

a) Indications for Use

X

b) Technology, including features, materials, and principles of operation

X

Comments? Above information is included in the Substantial Equivalence Section (Section 15).

16) Submission includes an analysis of why any differences between the subject device and
predicate(s) do not render the device NSE (e.g., does not constitute a new intended use; and any
differences in technological characteristics are accompanied by information that demonstrates
the device is as safe and effective as the predicate and do not raise different questions of safety
and effectiveness than the predicate ), affect safety or effectiveness, or raise different questions
of safety and effectiveness (see section 513(i)(1)(A) of the FD&C Act and 21 CFR 807.87(f))

Comments? Above information is included in the Substantial Equivalence Section (Section 15).

D. Proposed Labeling (see also 21 CFR part 801)

If in vitro diagnostic (IVD) device, criteria 17 & 19 may be omitted.

17) Submission includes proposed package labels and labeling (e.g., instructions for use, package
insert, operator's manual) that include a description of the device, its intended use, and the
directions for use.

a) Indications for use are stated in labeling and are identical to Indications for Use form
and 510(k) Summary (if 510(k) Summary provided).

Page 6 of 12
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Elements of a Complete Submission (RTA Items)

(21 CFR 807.87 unless otherwise indicated)

Submission should be designated RTA if not addressed.

Check "Yes™ if item is present, ""N/A™" if it is not needed and ""No"" if it is not included but needed.

- Any “No” answer will result in a “Refuse to Accept” decision.

- Each element on the checklist should be addressed within the submission. An applicant may
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered
during the review of the submission.

Yes No

N/A

[Comment

b) Submission includes directions for use that

- include statements of all conditions, purposes or uses for which the device is intended
(e.g., hazards, warnings, precautions, contraindications) AND

- includes directions for layperson (see 21 CFR 801.5) OR submission states that device
qualifies for exemption per 21 CFR 801 Subpart D

X

Comments? See section 16, Proposed Labeling. Layperson exemption statement included in Section 16.

18) If indicated for prescription use, labeling includes the prescription use statement (see 21 CFR
801.109(b)(1)) or “Rx only” symbol [See also Alternative to Certain Prescription Device Labeling

Requirements]

X

Comments? Prescription use statement included in IFUs and “Rx only” symbol on labels included in Section

16.

19) General labeling provisions

a) Labeling includes name and place of business of the manufacturer, packer, or distributor

(21 CFR801.1).

b) Labeling includes device common or usual name. (21 CFR 801.61)

Comments? See Section 16 for Proposed Labeling.

20)

a) If there are requirements regarding labeling, such as special controls, in a device-specific
regulation that are applicable to the device, the submission includes labeling to
establish that the submitter has followed the device-specific requirement.

b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes labeling to establish that the
submitter has addressed the recommendations or otherwise has met the applicable
statutory or regulatory criteria through an alternative approach.

) If there is a special controls document applicable to the device, the submission includes
labeling to establish that the submitter has complied with the particular mitigation
measures set forth in the special controls document or uses alternative mitigation
measures but provides a rationale to demonstrate that those alternative measures
identified by the firm will provide at least an equivalent assurance of safety and
effectiveness.

Comments? Guidance documents are referenced in Section 14, Device Description. Labeling (section 16)
contains required information. There are no other known device-specific guidance documents
referenced in this submission other than the special controls guidance document referenced in

Section 14.

21) If the device is an in vitro diagnostic device, provided labeling includes all applicable
information required per 21 CFR 809.10.

E. Sterilization

If IVD device and sterilization is not applicable, select "N/A" and criteria below will be omitted from
checklist.

Submission states that the device and/or accessories are: (one of the below must be checked)

Page 7 of 12
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Elements of a Complete Submission (RTA Items)

(21 CFR 807.87 unless otherwise indicated)

Submission should be designated RTA if not addressed.

Check ""Yes™ if item is present, ""N/A™ if it is not needed and ""No** if it is not included but needed.

- Any “No” answer will result in a “Refuse to Accept” decision.

- Each element on the checklist should be addressed within the submission. An applicant may
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered
during the review of the submission.

Yes

No

N/A

[Comment

X provided sterile

provided non-sterile but sterilized by the end user

non-sterile when used

Information regarding the sterility status of the device is not provided.

This information will determine whether and what type of additional information may be necessary for
a substantial equivalence determination.

Comments? Above information included in Section 17 (Sterilization and Shelf Life).

22) Assessment of the need for sterilization information

a) Identification of device, and/or accessories, and/or components that are provided sterile.

b) Identification of device, and/or accessories, and/or components that are end user
sterilized.

¢) Identification of device, and/or accessories, and/or components that are reusable and
cleaning /disinfection instructions are provided.

Comments? Above information included in Section 17 (Sterilization and Shelf Life).

23) If the device, and/or accessory, and/or a component is provided sterile:

a) Sterilization method is stated for each component (including parameters such as dry
time for steam sterilization, radiation dose, etc.).

b) A description of method to validate the sterilization parameters (e.g., half-cycle method
and full citation of FDA-recognized standard, including date) is provided for each
proposed sterilization method. Note, the sterilization validation report is not required.

c) For devices sterilized using chemical sterilants such as ethylene oxide (EO) and hydrogen
peroxide, submission states maximum levels of sterilant residuals remaining on the
device and sterilant residual limits.

d) Submission includes description of packaging and packaging contents (e.g., if multiple
devices are included within the same package, Tyvek packaging, etc.)

e) Sterility Assurance Level (SAL) is stated.

Comments? Above information included in Section 17 (Sterilization and Shelf Life).

24) If the device, and/or accessory, and/or a component is end user sterilized:

Comments? Not Applicable. Subject Device is provided sterile.

25)

a) If there are requirements regarding sterility, such as special controls, in a device-specific
regulation that are applicable to the device, the submission includes sterility
information to establish that the submitter has followed the device-specific
requirement.

Page 8 of 12
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Elements of a Complete Submission (RTA Items)

(21 CFR 807.87 unless otherwise indicated)

Submission should be designated RTA if not addressed.

Check "Yes™ if item is present, ""N/A™" if it is not needed and ""No"" if it is not included but needed.

- Any “No” answer will result in a “Refuse to Accept” decision.

- Each element on the checklist should be addressed within the submission. An applicant may
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered
during the review of the submission.

Yes

No

N/A

[Comment

b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes sterility information to establish that
the submitter has addressed the recommendations or otherwise has met the applicable
statutory or regulatory criteria through an alternative approach.

) If there is a special controls document applicable to the device, the submission includes
sterility information to establish that the submitter has complied with the particular
mitigation measures set forth in the special controls document or uses alternative
mitigation measures but provides a rationale to demonstrate that those alternative
measures identified by the firm will provide at least an equivalent assurance of safety
and effectiveness.

Comments? Guidance documents are referenced in Section 14 (Device Description). Sterilization and Shelf

Life section (section 17) contains required information. There are no other known device-specific

guidance documents referenced in this submission other than the special controls guidance

document referenced in Section 14.

F. Shelf Life

26) Proposed shelf life/expiration date stated

Comments? Above information included in Section 17 (Sterilization and Shelf Life).

27) For sterile device, submission includes summary of methods used to establish that device will
remain sterile through the proposed shelf life or a rationale for why testing to establish shelf life
is not applicable.

Comments? Above information included in Section 17 (Sterilization and Shelf Life).

28) Submission includes summary of methods used to establish that device performance is not
adversely affected by aging or includes a rationale for why the storage conditions are not
expected to affect device safety or effectiveness.

Comments? Above information included in Section 17 (Sterilization and Shelf Life).

G. Biocompatibility

If IVD device, select "N/A" and the below criteria will be omitted from checklist.

Submission states that there: (one of the below must be checked)

X are direct or indirect (e.g., through fluid infusion) patient-contacting components.

are no direct or indirect (e.g., through fluid infusion) patient-contacting components.

Information regarding the patient contact status of the device is not provided.

This information will determine whether and what type of additional information may be necessary for
a substantial equivalence determination.

Comments? Above information included in Section 18 (Biocompatibility).

29) Submission includes list of patient-contacting device components and associated materials of
construction, including identification of color additives, if present

Page 9 of 12
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Elements of a Complete Submission (RTA Items)
(21 CFR 807.87 unless otherwise indicated)

Submission should be designated RTA if not addressed.

Check ""Yes™ if item is present, ""N/A™ if it is not needed and ""No** if it is not included but needed.

- Any “No” answer will result in a “Refuse to Accept” decision.

- Each element on the checklist should be addressed within the submission. An applicant may
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is Yes No
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered
during the review of the submission.

N/A

[Comment

Comments? Above information included in Section 18 (Biocompatibility).

30) Submission identifies contact classification (e.g., surface-contacting, less then 24 hour duration,
etc.)

Comments? Above information included in Section 18 (Biocompatibility).

31) Biocompatibility assessment of patient-contacting components
Submission includes:

Test protocol (including identification and description of test article), methods, pass/fail criteria, X
and results provided for each completed test, OR

a statement that biocompatibility testing is not needed with a rationale (e.g., materials and
manufacturing/processing are identical to the predicate).

Comments? Above information included in Section 18 (Biocompatibility).

H. Software

Submission states that the device: (one of the below must be checked)

does contain software/firmware.

X does not contain software/firmware.

Information regarding whether the device contains software is not provided.

This information will determine whether and what type of additional information may be necessary for
a substantial equivalence determination.

Comments? Statement that submission does not include Software (Section 19).

I. EMC and Electrical Safety

Submission states that the device: (one of the below must be checked)

does require EMC and Electrical Safety evaluation.

X does not require EMC and Electrical Safety evaluation.

Information regarding whether the device requires EMC and Electrical Safety evaluation is not provided.

This information will determine whether and what type of additional information may be necessary for
a substantial equivalence determination.

Comments? Not Applicable to subject device. See statement in Cover Letter and Section 20.

J. Performance Data - General

If IVD device, select "N/A" and the below criteria will be omitted from checklist. Performance data
criteria relating to IVD devices will be addressed in Section K.

36) Full test report is provided for each completed test. A full test report includes: objective of the
test, description of the test methods and procedures, study endpoint(s), pre-defined pass/fail
criteria, results summary, conclusions, and an explanation of how the data generated from the
test supports a finding of substantial equivalence.

Page 10 of 12
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Elements of a Complete Submission (RTA Items)
(21 CFR 807.87 unless otherwise indicated)

Submission should be designated RTA if not addressed.

Check "Yes™ if item is present, ""N/A™" if it is not needed and ""No"" if it is not included but needed.

- Any “No” answer will result in a “Refuse to Accept” decision.

- Each element on the checklist should be addressed within the submission. An applicant may
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is Yes No
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered
during the review of the submission.

N/A

[Comment

Comments? Above information is included in Section 21

37)

a) If there are requirements regarding performance data, such as special controls, in a
device-specific regulation that are applicable to the device, the submission includes
performance data to establish that the submitter has followed the device-specific X
requirement.

b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes performance data to establish that the
submitter has addressed the recommendations or otherwise has met the applicable
statutory or regulatory criteria through an alternative approach.

¢) If there is a special controls document applicable to the device, the submission includes
performance data to establish that the submitter has complied with the particular
mitigation measures set forth in the special controls document or uses alternative
mitigation measures but provides a rationale to demonstrate that those alternative X
measures identified by the firm will provide at least an equivalent assurance of safety
and effectiveness.

Comments? Guidance documents are referenced in Section 14, Device Description. Performance Testing
Section (Section 21) contains required information. There are no other known device-specific
guidance documents referenced in this submission other than the special controls guidance
document referenced in Section 14.

38) If literature is referenced in the submission, submission includes:

a) Legible reprints or a summary of each article. X

b) Discussion of how each article is applicable to support the substantial equivalence of %
the subject device to the predicate.

Comments? Supporting references provided following test reports in Section 21.

39) For each completed nonclinical (i.e., animal) study conducted

Comments? Not applicable, animal testing not required to demonstrate substantial equivalence.

K. Performance Characteristics - In Vitro Diagnostic Devices Only
(Also see 21 CFR 809.10(b)(12))

Submission states that the device: (one of the below must be checked)

is an in vitro diagnostic device.

X is not an in vitro diagnostic device.

Comments? Subject Device is not an IVD. See statement in Cover Letter (Section 4).

Page 11 of 12
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Decision: (" Accept (" Refuse to Accept
If Accept, notify applicant.

If Refuse to Accept, notify applicant in writing and include a copy of this checklist.

[ Digital Signature Concurrence Table )

Reviewer Sign-Off

Branch Chief Sign-Off
(digital signature
optional)*

Division Sign-Off
(digital signature
optional)*

* Branch and Division review of checklist and concurrence with decision required.
Branch and Division digital signature optional.

. J

Page 12 of 12



BIOMET

Indications for Use
Refobacin® Bone Cement R | Traditional 510(k)

6 Indications for Use

31



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: January 31, 2017

Indications for Use See PRA Statement below.

510(k) Number (if known)

Device Name
Refobacin Bone Cement R

Indications for Use (Describe)

Refobacin Bone Cement R is indicated for use as bone cement in arthroplasty procedures of the hip, knee, and other joints
to fix plastic and metal prosthetic parts to living bone when reconstruction is necessary because of revision of previous
arthroplasty procedures due to joint infection. The cement is indicated for use in the second stage of a two stage revision
for total joint arthroplasty after the initial infection has been cleared.

Type of Use (Select one or both, as applicable)
=4 Prescription Use (Part 21 CFR 801 Subpart D) [] over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“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 number.”

FORM FDA 3881 (8/14) Page 1 of 1 PSC Publishing Services (301) 443-6740  EF



BIOMET

Refobacin® Bone Cement R | Traditional 510(k)

7 510(k) Summary

33



510(k) Summary

BIOMEI_ Refobacin’ Bone Cement R | Traditional 510(k)

510(k) Summary

In accordance with 21 CFR §807.92 and the Safe Medical Devices Act of 1990, the following
information is provided for the Refobacin® Bone Cement R 510(k) premarket notification. The
submission was prepared in accordance with the FDA guidance document, ‘Format for
Traditional and Abbreviated 510(k)s’, issued on August 12, 2005.

Sponsor: Biomet Inc.
56 East Bell Drive
PO Box 587
Warsaw, IN 46581
Establishment Registration Number: 1825034

Contact: Carmen Albany, DVM
Sr. Regulatory Affairs Specialist, US
Phone: 574-371-3024
Fax: 574-372-1683

Date: March 25, 2015

Subject Device: Trade Name: Refobacin® Bone Cement R
Classification Name:
e MBB, LOD- Refobacin® Bone Cement R (21 CFR 888.3027)

Alternative Packaging Configuration Classification Name:
e MBB, LOD—Optipac®- Refobacin® Bone Cement R (21 CFR
888.3027)
e JDZ- Optipac®- Refobacin® Bone Cement R (21 CFR 888.4210)
e KIH- Optipac®- Refobacin® Bone Cement R (21 CFR 888.4200)

Legally marketed devices to which substantial equivalence is claimed:
e PALACOS®G Bone Cement (K031673)*
*The product obtained for testing and labeling comparison is labeled as Palacos® R+G

Reference Device
e PALACOS®R + G pro (K142157)

Device Description

Refobacin® Bone Cement R is a fast setting polymer containing gentamicin, for use in bone
surgery. Mixing of the two component system, consisting of a powder and a liquid, produces a
paste, which is used to anchor the prosthesis to the bone. The hardened bone cement allows
stable fixation of the prosthesis and transfers all stresses produced in a movement to the bone
via the large interface. Insoluble zirconium dioxide is included in the cement powder as an X ray
contrast medium. The chlorophyll additive in the liquid component serves as optical marking of
the bone cement at the site of the operation.
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510(k) Summary

BIOMEI_ Refobacin’ Bone Cement R | Traditional 510(k)

Indications for Use

Refobacin® Bone Cement R is indicated for use as bone cement in arthroplasty procedures of
the hip, knee, and other joints to fix plastic and metal prosthetic parts to living bone when
reconstruction is necessary because of revision of previous arthroplasty procedures due to joint
infection. The cement is indicated for use in the second stage of a two stage revision for total
joint arthroplasty after the initial infection has been cleared.

Summary of Technological Characteristics

The intended use, indications for use, materials, sterilization methods, cement design, and
principle of operation of the subject device are the same as the predicate device. Differences in
size offerings, packaging configurations, and shelf life do not introduce any new risks of safety
and efficacy. Refobacin® Bone Cement R is substantially equivalent to Palacos® G for the
primary intended use of fixation of prosthetic components as described in the device labeling.

Summary of Performance Data (Nonclinical and/or Clinical)
e Non-Clinical Tests
0 Comparative in-vitro testing was performed and the results for Refobacin® Bone
Cement R and Optipac® Refobacin® Bone Cement R were compared to that of
the predicate, Palacos® G. The results showed that Refobacin® Bone Cement R
and Refobacin® Bone Cement R as packaged in the Optipac® possess mechanical,
chemical, physical and handling characteristics necessary to fulfill their intended
use. Refobacin® Bone Cement R and Optipac® Refobacin® Bone Cement R are
substantially equivalent to Palacos® G for their primary intended use of fixation
of prosthetic components as described in the device labeling.
e Clinical Tests
0 Clinical data was not required to establish substantial equivalence between the
subject Biomet Refobacin® Bone Cement R and the predicate device.

Substantial Equivalence Conclusion

Based on the similarities in design, function, indications for use and fundamental scientific
technology, the devices that are the subject of this submission are similar to the predicate
devices and do not introduce any new risks of safety or efficacy. Therefore, Biomet concludes
that the subject device is substantially equivalent to the predicate device.
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8 Truthful and Accuracy Statement

Confidential and Proprietary
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Truthful and Accuracy Statement

BIOMEF Refobacin” Bone Cement R | Traditional 510(k)

Premarket Notification Truthful and Accurate Statement
[As Required by 21 CFR 807.87(k)]

| certify that, in my capacity as Research Engineer of Biomet Inc., | 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 fact has been omitted.

Kyle Jortés, Ph.D.
1% Mw 2014
Date

Confidential and Proprietary
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BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

9 Class Il Summary and Certification

Confidential and Proprietary
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Class Ill Summary and Certification

BIOMEI_ Refobacin’ Bone Cement R | Traditional 510(k)

9.1 Class lll Summary and Certification

21 CFR § 807.94 is not applicable to this submission.

Confidential and Proprietary
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10 Certification of Compliance, under 42
U.S.C. § 282(j)(5)(B), with Requirements of
ClinicalTrials.gov Data Bank

Confidential and Proprietary
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Form Approved: OMB No. 0910-0616. Expiration Date: 2/28/2015. See PRA Statement on page 2.
DEPARTMENT OF HEALTH AND HUMAN SERVICES

I'rD AA Food and Drug Administration
Certification of Compliance
Under42U.S.C. § 282(])(5)(8), with Requnrements of CllnlcaITnaIs .gov Data Bank (42 U.S.C. § 282(j))

(For submission with an appllcatlonlsubmlssmn |nc|ud|ng amendments supplements, and resubmlssmns under §§ 505, 515,
520(m), or 510(k) of the Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.)

SPONSOR/APPLICANT / SUBMITTER INFORMATION

1. Name of Sponsor/Applicant/Submitter 2. Date of the Application/Submission
Which This Certification Accompanies
Biomet, Inc 03/25/2015
3. Address 4, Telephone and Fax Numbers
Address 1 (Street address, P.O. box, company name ¢/o) (Include country code if applicable and
56 East Bell Drive area code)
Address 2 (Apartment, suite, unit, building, floor, etc.) (Tel); 374-371-3024
City State/Province/Region (Fax): 574-371-1683
Warsaw Indiana
Country ZIP or Postal Code
United States 46581-0587
PRODUCT INFORMATION

5. For Drugs/Biologics: Include Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blood/Cellular/Gene Therapy Product
Name(s).
For Devices: Include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s)

MBB, LOD, JDZ, KIH (21 CFR §888.3027, 21 CFR §888.4210, CFR §888.4200)
Trade Name: Refobacin Bone Cement R, Optipac Refobacin Bone Cement R
Common Name: Bone Cement

[ Continuation Page for #5 |

APPLICATION / SUBMISSION INFORMATION
6. Type of Application/Submission Which This Certification Accompanies

Omno  [Onoa  [Janoa [sa  [pema  [Hoe Xstox [C1pop [ other

7. Include IND/NDA/ANDA/BLA/PMA/HDE/510(k)/PDP/ Other Number If BLA was selected in item 6, provide Supplement Number
(If number previously assigned)

8. Serial Number Assigned to Application/Submission Which This Certification Accompanies

CERTIFICATION STATEMENT / INFORMATION

9. Check only one of the following boxes (See instructions for additional information and explanation)

E A. | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act do not apply because the
application/submission which this certification accompanies does not reference any clinical trial.

[C] B. | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act do not apply to any clinical
trial referenced in the application/submission which this certification accompanies.

[C] €. Icertify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act apply to one or more of the
clinical trials referenced in the application/submission which this certification accompanies and that those requirements have
been met.

Certification Statement / Information section continued on page 2

FORM FDA 3674 (2“ 3) Page 1 of 2 PSC Publishing Services (301) 4436740  EF



CERTIFICATION STATEMENT / INFORMATION (Continued)

10. If you checked box C, in number 9, provide the National Clinical Trial (NCT) Number(s) for any “applicable clinical trial(s),” under 42 U.S.C.
§ 282(J)(1)(a)(i), section 402(j)(1)(a)(i) of the Public Health Service Act, referenced in the application/ submission which this Certification
accompanies. (Add continuation page as necessary.)

NCT Number(s):

| Continuation Page for #10 |

The undersigned declares, to the best of her/his knowledge, that this is an accurate, true, and complete submission of information.
| understand that the failure to submit the certification required by 42 U.S.C. § 282(j)(5)(B), section 402(j)(5)(B) of the Public Health
Service Act, and the knowing submission of a false certification under such section are prohibited acts under 21 U.S.C. § 331, section
301 of the Federal Food, Drug, and Cosmetic Act.

Warning: A willfully and knowingly false statement is a criminal offense, U.S. Code, title 18, section 1001.

11. Name and Title of the Person who Signs Number 15

Name Title
Carmen Albany, DVM Senior Regulatory Affairs Specialist
12. Address 13. Telephone and Fax Numbers

56 East Bell Drive

Address 1 (Street address, P.O. box, company name c/0)

Address 2 (Apartment, suite, unit, building, fioor,

efc.)

City State/Province/Region
Warsaw Indiana

Country ZIP or Postal Code
USA 46581

(Include country code if applicable and
area code)

(Tel): 574-371-3024

(Fax): 574-371-1683

14. Date of Certification

d/o3 [/ 20/5

15. Signature of Sponsor/Applicant/Submitter or an Authorized

Representative (Sign)

P

This section applies only to requirements of the Paperwork Reduction Act of 1995.
**DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.***

The burden time for this collection of information is estimated to average 15 minutes and 45 minutes (depending on the type of application/
submission) per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and

complete and review the collection of information. Send comments regarding this burden estimate or any other aspect of this information collection,

including suggestions for reducing this burden to:

Department of Health and Human
Food and Drug Administration
Office of Chief Information Officer

Services “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 number.”

Paperwork Reduction Act (PRA) Staff

PRAStaff@fda.hhs.gov

FORM FDA 3674 (2/13)

Page 2of 2
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Financial Certification or Disclosure Statement

BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

11 Financial Certification or Disclosure
Statement

Confidential and Proprietary
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Financial Certification or Disclosure Statement

BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

11.1

Financial Certification or Disclosure Statement

No covered clinical studies (or specific clinical studies) are submitted in support of
this premarket notification [510(k)] submission; therefore, no certification or
disclosure is made.

Confidential and Proprietary
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12 Standards Data Report Forms

Confidential and Proprietary
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Form Approved: OMB No. 0910-0120; Expiration Date: 1/31/2017

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-

TYPE OF 510(K) SUBMISSION
@ Traditional D Special D Abbreviated

STANDARD TITLE !
ASTM D732-10 Standard Test Method for Shear Strength of Plastics by Punch Tool

Please answer the following questions Yes No
Is this standard recognized BY FDA 2?2 .......cciiuciieee ettt ettt ettt st e []
FDA ReCOgNItION NMUIMDET 3 ...ttt e st e e sttt e e st e e e bt e e e anteeesnneeeanneee s #

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

I ENE SLO(K)? .ottt eeee e e et e ettt ee e ee et ee et e et e et r et []

Is a summary report 4 describing the extent of conformance of the standard used included in the
30 (9 OO OO []

If no, complete a summary report table.

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

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and he name and

6 The online search for CDRH Guidance Documents can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

PEILAINS 10 thIS GEVICE? .......veveeeeeeeeeeeeeeeeeeee et ees st ee e et n e e s eeneeneneen X []
Does this standard include acCeptanCe CrHLEIA? ..........ccuiiieeiiiiiiire e e 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 teStS? .......ccuvieiiiiiiiiee e []
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard?............ccccccveeiiiiineeeniins 24 []
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57? ............. L]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.........cccociiiiiiiinnnnen. []
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANAAII? .............ccceieeieeieee it [] X
If yes, report these exclusions in the summary report table.
Is there an FDA guidance 6 that is associated with this standard?.............cccccccoviiiiiie i []
If yes, was the guidance document followed in preparation of this 510K? .............c.cccovceerrvererrerennennn. L] []
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on
. i X all standards utilized during the development of the device.
2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/
DeviceRegula ionandGuidance/Standards/default.htm 5 The supplemental information sheet (SIS) is additional information which
. is necessary before FDA recognizes he standard. Found at http://
8 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/ciStandards/search.cfm

FORM FDA 3654 (4/14) Page 1 of 2 PSC Publishing Services (301) 443-6740 EF
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ASTM D732-10 Standard Test Method for Shear Strength of Plastics by Punch Tool

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
7.1 Pre-Test Conditioning [Jves [XINo [InA

TYPE OF DEVIATION OR OPTION SELECTED *
Not pre-conditioned according to Procedure A of ASTM D618

D

JUSTIFICATION - -
Pre-conditioning in water at normal body temperature more accurately depicts in vivo conditions

SECTION NUMBER SECTION TITLE CONFORMANCE?

[Jyes [ JNo [ ]N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[Jyes [ INo [ ]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.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 1 hour per response, including the time to review
instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of
information. Send comments regarding this burden estimate or any other aspect of this information collection, including
suggestions for reducing this burden, to:

Department of Health and Human Services

Food and Drug Administration An agency may not conduct or sponsor, and

a person is not required to respond to, a

Office of Chief Information Officer collection of information unless it displays a
Paperwork Reduction Act (PRA) Staff currently valid OMB control number."
PRAStaff@fda.hhs.gov

FORM FDA 3654 (4/14) Page 2 of 2 Add page
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Form Approved: OMB No. 0910-0120; Expiration Date: 1/31/2017

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 refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
@ Traditional D Special D Abbreviated

STANDARD TITLE !
I1SO 5833 Implant for surgery-Acrylic Resin Cements

Please answer the following questions Yes No
Is this standard recognized BY FDA 2?2 .......cciiuciieee ettt ettt ettt st e []
FDA ReCOgNItION NMUIMDET 3 ...ttt e st e e sttt e e st e e e bt e e e anteeesnneeeanneee s #

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

I ENE SLO(K)? .ottt eeee e e et e ettt ee e ee et ee et e et e et r et []

Is a summary report 4 describing the extent of conformance of the standard used included in the
30 (9 OO OO []

If no, complete a summary report table.

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

PEILAINS 10 thIS GEVICE? .......veveeeeeeeeeeeeeeeeeeee et ees st ee e et n e e s eeneeneneen X []
Does this standard include acCeptanCe CrHLEIA? ..........ccuiiieeiiiiiiire e e 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 teStS? .......ccuvieiiiiiiiiee e []
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?............ccccccveeiiiiineeeniins [] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57? ............. L] L]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.........cccociiiiiiiinnnnen. []
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the StANAAII? .............ccceieeieeieee it [] X
If yes, report these exclusions in the summary report table.

Is there an FDA guidance 6 that is associated with this standard?.............cccccccoviiiiiie i []
If yes, was the guidance document followed in preparation of this 510K? .............c.cccovceerrvererrerennennn. X []

Title of guidance: Class Il Special Controls Guidance Document: Polymethylmethacrylate (PMMA) Bone Cement

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on
. i X all standards utilized during the development of the device.
2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/
DeviceRegula ionandGuidance/Standards/default.htm 5 The supplemental information sheet (SIS) is additional information which
. is necessary before FDA recognizes he standard. Found at http://
8 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/ciStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and he name and

6 The online search for CDRH Guidance Documents can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 (4/14) Page 1 of 2 PSC Publishing Services (301) 443-6740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
1SO 5833 Implant for surgery-Acrylic Resin Cements

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
All Xyes [ No [ ]NA

TYPE OF DEVIATION OR OPTION SELECTED *
No Deviations

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[Jyes [ JNo [ ]N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[Jyes [ INo [ ]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.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 1 hour per response, including the time to review
instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of
information. Send comments regarding this burden estimate or any other aspect of this information collection, including
suggestions for reducing this burden, to:

Department of Health and Human Services

Food and Drug Administration An agency may not conduct or sponsor, and

a person is not required to respond to, a

Office of Chief Information Officer collection of information unless it displays a
Paperwork Reduction Act (PRA) Staff currently valid OMB control number."
PRAStaff@fda.hhs.gov

FORM FDA 3654 (4/14) Page 2 of 2 Add page
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Form Approved: OMB No. 0910-0120; Expiration Date: 1/31/2017

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 refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
@ Traditional D Special D Abbreviated

STANDARD TITLE !
ASTM F451-08 Standard Specification for Acrylic Bone Cement

Please answer the following questions Yes No
Is this standard recognized BY FDA 2?2 .......cciiuciieee ettt ettt ettt st e []
FDA RECOGNILION NUMDBET 3 ........ooiiieeeeeeeeeeeeeeeeee oo #8-185

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

I ENE SLO(K)? .ottt eeee e e et e ettt ee e ee et ee et e et e et r et []

Is a summary report 4 describing the extent of conformance of the standard used included in the
30 (9 OO OO []

If no, complete a summary report table.

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

PEILAINS 10 thIS GEVICE? .......veveeeeeeeeeeeeeeeeeeee et ees st ee e et n e e s eeneeneneen X []
Does this standard include acCeptanCe CrHLEIA? ..........ccuiiieeiiiiiiire e e 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 teStS? .......ccuvieiiiiiiiiee e []
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?............ccccccveeiiiiineeeniins [] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57? ............. L] L]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.........cccociiiiiiiinnnnen. []
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the StANAAII? .............ccceieeieeieee it [] X
If yes, report these exclusions in the summary report table.

Is there an FDA guidance 6 that is associated with this standard?.............cccccccoviiiiiie i []
If yes, was the guidance document followed in preparation of this 510K? .............c.cccovceerrvererrerennennn. X []

Title of guidance: Class Il Special Controls Guidance Document: Polymethylmethacrylate (PMMA) Bone Cement

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on
. i X all standards utilized during the development of the device.
2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/
DeviceRegula ionandGuidance/Standards/default.htm 5 The supplemental information sheet (SIS) is additional information which
. is necessary before FDA recognizes he standard. Found at http://
8 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/ciStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and he name and

6 The online search for CDRH Guidance Documents can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 (4/14) Page 1 of 2 PSC Publishing Services (301) 443-6740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ASTM F451-08 Standard Specification for Acrylic Bone Cement

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
All Xyes [ No [ ]NA

TYPE OF DEVIATION OR OPTION SELECTED *
No Deviations

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[Jyes [ JNo [ ]N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[Jyes [ INo [ ]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.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 1 hour per response, including the time to review
instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of
information. Send comments regarding this burden estimate or any other aspect of this information collection, including
suggestions for reducing this burden, to:

Department of Health and Human Services

Food and Drug Administration An agency may not conduct or sponsor, and

a person is not required to respond to, a

Office of Chief Information Officer collection of information unless it displays a
Paperwork Reduction Act (PRA) Staff currently valid OMB control number."
PRAStaff@fda.hhs.gov

FORM FDA 3654 (4/14) Page 2 of 2 Add page
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Form Approved: OMB No. 0910-0120; Expiration Date: 1/31/2017

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 refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
@ Traditional D Special D Abbreviated

STANDARD TITLE !
ASTM F2118-10 Standard Test Method for Constant Amplitude of Force Controlled Fatigue Testing of Acrylic Bone Cement
Materials

Please answer the following questions Yes No
Is this standard recognized BY FDA 2?2 .......cciiuciieee ettt ettt ettt st e []
FDA RECOGNILION NUMDBET 3 ........ooiiieeeeeeeeeeeeeeeeee oo #8-204

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

I ENE SLO(K)? .ottt eeee e e et e ettt ee e ee et ee et e et e et r et []

Is a summary report 4 describing the extent of conformance of the standard used included in the

30 (9 OO OO []

If no, complete a summary report table.

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

PEMAINS 10 thiS HEVICE? ......oevoeeceeeeeeeeee ettt n et e s eennens []
Does this standard include acCeptanCe CrHLEIA? ..........ccuiiieeiiiiiiire e e 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 teStS? .......ccuvieiiiiiiiiee e []
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard?............ccccccveeiiiiineeeniins 24 []
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57? ............. L]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.........cccociiiiiiiinnnnen. []
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANAAII? .............ccceieeieeieee it [] X
If yes, report these exclusions in the summary report table.
Is there an FDA guidance 6 that is associated with this standard?.............cccccccoviiiiiie i []
If yes, was the guidance document followed in preparation of this 510K? .............c.cccovceerrvererrerennennn. X []
Title of guidance: Class Il Special Controls Guidance Document: Polymethylmethacrylate (PMMA) Bone Cement
1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on
. i X all standards utilized during the development of the device.
2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/
DeviceRegula ionandGuidance/Standards/default.htm 5 The supplemental information sheet (SIS) is additional information which
. is necessary before FDA recognizes he standard. Found at http://
8 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/ciStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and he name and

6 The online search for CDRH Guidance Documents can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 (4/14) Page 1 of 2 PSC Publishing Services (301) 443-6740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ASTM F2118-10 Standard Test Method for Constant Amplitude of Force Controlled Fatigue Testing of Acrylic Bone Cement
Materials

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
52.1 Significance and Use Yes [ |No [ |N/A

TYPE OF DEVIATION OR OPTION SELECTED *
Option: testing at three different stress levels

JUSTIFICATION

NA
SECTION NUMBER SECTION TITLE CONFORMANCE?
8.2.1.2 Direct MOldiﬂg I:] Yes No [:l N/A

TYPE OF DEVIATION OR OPTION SELECTED *
Molds were not held in during curing

DESCRIPTION

Specimens were cured in_prior to de-molding, samples were held in_ prior to testing and during

all testing.

SECTION NUMBER SECTION TITLE

CONFORMANCE?

[Jyes [Jno [ niA

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.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 1 hour per response, including the time to review
instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of
information. Send comments regarding this burden estimate or any other aspect of this information collection, including
suggestions for reducing this burden, to:

Department of Health and Human Services
F(}?.d an;l Dll'!l}._}Ac}nmust.ratlonff ) a person is not required to respond to, a
Office of Chief In ,Ormatlon Officer collection of information unless it displays a
Paperwork Reduction Act (PRA) Staff currently valid OMB control number."
PRAStaffl@fda.hhs.gov

"An agency may not conduct or sponsor, and

FORM FDA 3654 (4/14) Page 2 of 2 Add page
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Form Approved: OMB No. 0910-0120; Expiration Date: 1/31/2017

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-

TYPE OF 510(K) SUBMISSION
@ Traditional D Special D Abbreviated

STANDARD TITLE !
ASTM F1980-07: Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices

Please answer the following questions Yes No
Is this standard recognized BY FDA 2?2 .......cciiuciieee ettt ettt ettt st e []
FDA RECOGNILION NUMDBET 3 ........ooiiieeeeeeeeeeeeeeeeee oo #14-229

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

I ENE SLO(K)? .ottt eeee e e et e ettt ee e ee et ee et e et e et r et []

Is a summary report 4 describing the extent of conformance of the standard used included in the

30 (9 OO OO []

If no, complete a summary report table.

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

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and he name and

6 The online search for CDRH Guidance Documents can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

PEILAINS 10 thIS GEVICE? .......veveeeeeeeeeeeeeeeeeeee et ees st ee e et n e e s eeneeneneen X []
Does this standard include acCeptanCe CrHLEIA? ..........ccuiiieeiiiiiiire e e 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 teStS? .......ccuvieiiiiiiiiee e []
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard?............ccccccveeiiiiineeeniins 24 []
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57? ............. L]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.........cccociiiiiiiinnnnen. []
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANAAII? .............ccceieeieeieee it [] X
If yes, report these exclusions in the summary report table.
Is there an FDA guidance 6 that is associated with this standard?.............cccccccoviiiiiie i []
If yes, was the guidance document followed in preparation of this 510K? .............c.cccovceerrvererrerennennn. L] []
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on
. i X all standards utilized during the development of the device.
2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/
DeviceRegula ionandGuidance/Standards/default.htm 5 The supplemental information sheet (SIS) is additional information which
. is necessary before FDA recognizes he standard. Found at http://
8 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/ciStandards/search.cfm

FORM FDA 3654 (4/14) Page 1 of 2 PSC Publishing Services (301) 443-6740 EF
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ASTM F1980-07: Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
All Standard Guide for Accelerated Aging of Sterile Barrier Systems for Med Dev. | [Jves [Xno [ |NnA

TYPE OF DEVIATION OR OPTION SELECTED * ] - ] ] ]
Adoption of standard for acrylic bone cement convenience kit items comprised of polymeric materials

DESCRIPTION ] ] ] - ] ] ]
Standard was applied to acrylic bone cement convenience kit items comprised of polymeric materials

JUSTIFICATION
Items tested are comprised of polymeric materials and standard includes accelerated aging discussion for polymers (same class of

materials as the convenience kit items)

SECTION NUMBER SECTION TITLE CONFORMANCE?
All Standard Guide for Accelerated Aging of Sterile Barrier Systems for Med Dev. | Sives [Ino [ WA

TYPE OF DEVIATION OR OPTION SELECTED *
Adoption of standard for acrylic bone cement packaging system (Optipac) comprised of polymeric materials

DESCRIPTION ] ] ] ] ]
Application of accelerated aging equation to acrylic bone cement packaging system (Optipac)

JUSTIFICATION ] ]
Optipac is comprised of polymeric materials

SECTION NUMBER SECTION TITLE CONFORMANCE?

[Jyes [ INo [ ]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.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 1 hour per response, including the time to review
instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of
information. Send comments regarding this burden estimate or any other aspect of this information collection, including
suggestions for reducing this burden, to:

Department of Health and Human Services

Food and Drug Administration An agency may not conduct or sponsor, and

a person is not required to respond to, a

Office of Chief Information Officer collection of information unless it displays a
Paperwork Reduction Act (PRA) Staff currently valid OMB control number."
PRAStaff@fda.hhs.gov

FORM FDA 3654 (4/14) Page 2 of 2 Add page
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Form Approved: OMB No. 0910-0120; Expiration Date: 1/31/2017

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 refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
|X| Traditional D Special D Abbreviated

STANDARD TITLE *
ISO 13408-1: Aseptic Processing of Health Care Products-Part 1: General requirements-Second Edition

Please answer the following questions Yes No
Is this standard recognized DY FDA 22 .........ooioiieeeeeeeee ettt X []
FDA RECOGNItION NUMDET 3 ...ttt et ettt e e e et et et ee e e e s e e e eeenen e #14-427

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I ENE BLO(K)? e eeeeeeee e seeeeeeeeeeeeeseeesee et eseseesseseeeeseseesees et eeeeees e et et eeeseee et er et eeeeeeeseee et es et s eneeseees X []

Is a summary report 4 describing the extent of conformance of the standard used included in the

BLO(K)? vveeveeeeeeeeeeeeseeee s seeeeee e s e e et e e e ee et et et et e et et e et ettt e et ettt et e ettt et ee et ettt [] X

If no, complete a summary report table.

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

PErAINS 10 thiS TEVICE? ...ttt e et e et e e e ekttt e e s abe e e e e s abreeeeenae X L]

Does this standard include aCCEPLANCE CHLEMA? ..........cccvoviviveveeeeeeeeeeee e et n e X []

If no, include the results of testing in the 510(Kk).

Does this standard include more than one option or Selection Of tESIS? .........c.ccceeeveeeeereeeeeeee e, ] X

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?..............ccccocveveveiveeevenennn. [] X

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57 ............. L] L]

Were deviations or adaptations made beyond what is specified in the FDA SIS?.......ccccocciiiiiiiiiiiiins L] X

If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the StANAAIA? .............ccccveeeveeieieeieeeee et ] X

If yes, report these exclusions in the summary report table.

Is there an FDA guidance ¢ that is associated with this standard?...........ccccccceeeeiiiiiiiiiiiiii e, L] X

If yes, was the guidance document followed in preparation of this 510K? ..........cccceiiiiiiiiiiiiiiieiiiieeenn L] L]

Title of guidance:

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on

. . . all standards utilized during the development of the device.
2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/

DeviceRegulationandGuidance/Standards/default.htm 5 The supplemental information sheet (SIS) is additional information which
. is necessary before FDA recognizes the standard. Found at http://
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

6 The online search for CDRH Guidance Documents can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 (4/14) Page 1 of 2 PSC Publishing Services (301) 443-6740 EF 56



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

1SO 13408-1: Aseptic Processing of Health Care Products-Part 1: General requirements-Second Edition

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER
All

SECTION TITLE
Aseptic Processing of Health Care Products

CONFORMANCE?

Xyes [ INo [ |NA

NA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER

SECTION TITLE

CONFORMANCE?

[[Jyes [ INo [ ]NA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER

SECTION TITLE

CONFORMANCE?

[[Jyes [ INo [ JNA

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.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 1 hour per response, including the time to review
instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of
information. Send comments regarding this burden estimate or any other aspect of this information collection, including
suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

"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 (4/14)

Page 2 of 2

Add page

57



Form Approved: OMB No. 0910-0120; Expiration Date: 1/31/2017

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 refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
|X| Traditional D Special D Abbreviated

STANDARD TITLE *
11135-1 Sterilization of Health Care Products-Ethylene Oxide-Part 1: Requirements for development, validation and routine control
of a sterilization process for medical devices-2007

Please answer the following questions Yes No
Is this standard recognized DY FDA 22 .........ooioiieeeeeeeee ettt [] X
FDA ReCOgNItioN NUMDET 3 ... .. it e e e e e e e s e s et e e e eee e e e e s s e sssbb e e eaeaaaaeeaeaanns #

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I ENE BLO(K)? e eeeeeeee e seeeeeeeeeeeeeseeesee et eseseesseseeeeseseesees et eeeeees e et et eeeseee et er et eeeeeeeseee et es et s eneeseees X []

Is a summary report 4 describing the extent of conformance of the standard used included in the

BLO(K)? vveeveeeeeeeeeeeeseeee s seeeeee e s e e et e e e ee et et et et e et et e et ettt e et ettt et e ettt et ee et ettt [] X

If no, complete a summary report table.

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

PErAINS 10 thiS TEVICE? ...ttt e et e et e e e ekttt e e s abe e e e e s abreeeeenae X L]

Does this standard include aCCEPLANCE CHLEMA? ..........cccvoviviveveeeeeeeeeeee e et n e X []

If no, include the results of testing in the 510(Kk).

Does this standard include more than one option or Selection Of tESIS? .........c.ccceeeveeeeereeeeeeee e, X ]

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?..............ccccocveveveiveeevenennn. [] X

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57 ............. L] L]

Were deviations or adaptations made beyond what is specified in the FDA SIS?.......ccccocciiiiiiiiiiiiins L] X

If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the StANAAIA? .............ccccveeeveeieieeieeeee et ] X

If yes, report these exclusions in the summary report table.

Is there an FDA guidance ¢ that is associated with this standard?...........ccccccceeeeiiiiiiiiiiiiii e, L] X

If yes, was the guidance document followed in preparation of this 510K? ..........cccceiiiiiiiiiiiiiiieiiiieeenn L] L]

Title of guidance:

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on

. . . all standards utilized during the development of the device.
2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/

DeviceRegulationandGuidance/Standards/default.htm 5 The supplemental information sheet (SIS) is additional information which
. is necessary before FDA recognizes the standard. Found at http://
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

6 The online search for CDRH Guidance Documents can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
11135-1 Sterilization of Health Care Products-Ethylene Oxide-Part 1: Requirements for development, validation and routine control
of a sterilization process for medical devices-2007

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
Appendix B Conservative determination of lethal rate of sterilization process-overkill Dves [INo [ INA

TYPE OF DEVIATION OR OPTION SELECTED *
Half-cycle method

DESCRIPTION ] ] o
Half-cycle method is used to verify the full cycle minimum parameters

JUSTIFICATION ] N
Conservative method for demonstrating sterility assurance

SECTION NUMBER SECTION TITLE CONFORMANCE?

[[Jyes [ INo [ ]NA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[[Jyes [ INo [ JNA

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.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 1 hour per response, including the time to review
instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of
information. Send comments regarding this burden estimate or any other aspect of this information collection, including
suggestions for reducing this burden, to:

Department of Health and Human Services

Food and Drug Administration An agency may not conduct or sponsor, and

a person is not required to respond to, a

Office of Chief Information Officer collection of information unless it displays a
Paperwork Reduction Act (PRA) Staff currently valid OMB control number.”
PRAStaff@fda.hhs.gov

FORM FDA 3654 (4/14) Page 2 of 2 Add page
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13.1

13.1.1

13.1.2

13.1.3

13.1.4

Executive Summary

Device Description

Refobacin® Bone Cement R is a fast setting polymer containing gentamicin, for use
in bone surgery. Mixing of the two component system, consisting of a powder and
liquid, produces a paste, which is used to anchor the prosthesis to the bone. The
hardened bone cement allows stable fixation of the prosthesis and transfers all
stresses produced in a movement to the bone via the large interface. Insoluble
zirconium dioxide is included in the cement powder as an X-ray contrast medium.
The chlorophyll additive in the liquid component serves as optical marking of the
bone cement at the site of the operation.

This submission includes a new bone cement product, Refobacin® Bone Cement R.
Refobacin® Bone Cement R is available via two packaging configurations in multiple
sizes of each type of packaging.

Predicate Device

e K031673 Palacos® G*
*The product obtained for testing and labeling comparison is labeled as
Palacos® R+G

Indications for Use

Refobacin® Bone Cement R is indicated for use as bone cement in arthroplasty
procedures of the hip, knee and other joints to fix plastic and metal prosthetic parts
to living bone when reconstruction is necessary because of revision of previous
arthroplasty procedures due to joint infection. The cement is indicated for use in
the second stage of a two stage revision for total joint arthroplasty after the initial
infection has been cleared.

Technological Characteristics

The subject device has similar technological characteristics when compared to the
predicate device. The intended use, indications for use, materials, sterilization
methods, cement design and principle of operation of Refobacin® Bone Cement R
are the same as the predicate device, Palacos® G (K031673).

Details of substantial equivalence for the subject device are provided in Section 15
of this submission.
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13.1.5

13.1.6

13.2

Substantial Equivalence Discussion

Refobacin® Bone Cement R, the subject device has similar technological
characteristics as the predicate device, Palacos® G. Details of substantial
equivalence for the subject device are provided in Section 15 of this submission.

Summary of Performance Testing — Bench, Animal, and
Clinical

The summary tables presented in Section 21 show that the subject device (including
the subject device packaged in Optipac®) meets all the consensus standards for
bone cement, as well as being substantially equivalent to the predicate device.
However, as is to be expected when performing such a large number and diversity
of tests, the summary also shows that there were several differences between the
subject device and the predicate device. Some of these differences were statistically
significant. In some cases, the predicate device outperformed the subject device,
while in other cases the subject device outperformed the predicate device. In nearly
all of the cases, the differences, even if statistically significant, were of small
magnitud < This voriation is in line with past
cement testing experiences, thus the test results demonstrate that the device is
substantially equivalent.

Conclusions

The proposed device has the same intended use as the predicate(s). The proposed
device has similar technological characteristics to the predicate(s), and the
information provided herein demonstrates that:

e any differences do not raise new questions of safety and effectiveness; and

e the proposed device is at least as safe and effective as the legally marketed
predicate device(s).
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The following information is based on the FDA Guidance Document: ‘Format for Traditional and
Abbreviated 510(k) s’, issued August 12, 2005 and in consideration of the applicable sections of
the Class Il Special Controls Guidance Document: Polymethylmethacrylate (PMMA) Bone
Cement; Guidance for Industry and FDA issued July 17, 2002.

14.1 Device Description

Refobacin® Bone Cement R is a fast setting polymer containing gentamicin, for use
in bone surgery. Mixing of the two component system, consisting of a powder and a
liquid, produces a paste, which is used to anchor the prosthesis to the bone. The
hardened bone cement allows stable fixation of the prosthesis and transfers all
stresses produced in a movement to the bone via the large interface. Insoluble
zirconium dioxide is included in the cement powder as an X ray contrast medium.
The chlorophyll additive in the liquid component serves as optical marking of the
bone cement at the site of the operation.

When the powder (copolymer) and the liquid (monomer) are mixed, the dimethyl-p-
toluidine in the liquid activates the benzoyl peroxide catalyst in the powder. This
initiates the polymerization of the monomer, which then binds together granules of
polymer. As polymerization proceeds, a sticky dough-like mass is formed, which,
after about 30 seconds, can be manipulated for about 5 minutes. Polymerization is
an exothermic reaction and although the spontaneous generation of heat
accelerates the reaction, the polymerization of this self-curing resin occurs even if
the temperature is reduced by irrigation with a cool physiologic saline solution.

Refobacin® Bone Cement R can be mixed in an open bowl or a vacuum mixing
system, and is applied to the operative site either manually or with a bone cement
gun. Refobacin® Bone Cement R is available in two packaging configurations, each
of which are available in multiple sizes. Refobacin® Bone Cement R is available as an
individual bone cement product i.e., packaging containing only the monomer
(liquid) and powder (copolymer) components (sizes and package details are
provided in Tables 14.3 and 14.4). In the second configuration, Refobacin® Bone
Cement R is available via a pre-packed, closed mixing and application system, the
Optipac® (sizes and package details are provided in Tables 14.5 and 14.6). This
closed system minimizes the amount of free monomer in the operating room and
the application method reduces direct contact with the bone cement.
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Figure 1: Cured disk of Refobacin® Bone Cement R

14.1.1 Performance Specifications

Test reports are provided in support of the subject device and the subject device as
packaged in the alternative packaging configuration, including:

Refobacin® Bone Cement R Testing:

Fatigue Porosity (non-vacuum)
Bending Free Monomer
Compression Release of monomer
Tensile Residual monomer
Fracture Toughness Mean particle size
Creep Powder moisture
Shear Cytotoxicity
Handling Properties Trace Elements

BPO Monomer stability
Molecular Weight Powder morphology
Radiopacifier content ~ Volumetric shrinkage
Radiopacity Gentamicin Elution

Zone of Inhibition

Optipac®-Refobacin® Bone Cement R Testing**:
Monomer Stability

Max Temp

Setting Time

Intrusion

Compressive Strength

Bending Modulus

Bending Strength

Cytotoxicity

**Testing plan modeled after those evaluations listed in the 510(k) summary for
K142157 PALACOS® R+G pro, see Section 24 for device 510k Summary.

A summary of the testing for the subject device is provided below in Table 14.1. A
summary of the testing for the subject device in alternative packaging is provided in

Confidential and Proprietary

65



Device Description
BIOMEI_ Refobacin” Bone Cement R | Traditional 510(k)

Table 14.2. A detailed testing summary and supporting test reports are included in
Section 21.

Table 14.1: Performance Testing Summary- Refobacin® Bone Cement R (as
compared to Palacos® G*)

Propert Test Method Result

Confidential and Proprietary

66



Device Description
Refobacin” Bone Cement R | Traditional 510(k)

__Property Test Method ________ Result |
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Property Test Method Result

*The product obtained for testing and labeling comparison is labeled as Palacos®

R+G
**A copy of the reference is located in Section 21 with Tension testing documents

Table 14.2: Performance Testing Summary Optipac®-Refobacin® Bone Cement R
(as compared to Palacos® G*)
Propert Test Method Result
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Property Test Method Result

14.1.2

Please refer to Sections 18-20 for a comprehensive review of the performance
evaluation of the subject device and subject device as packaged in the alternative
packaging configuration.

Principle of Operation

Refobacin® Bone Cement R provides two separate, pre-measured sterilized
components which when mixed in an open bowl or a vacuum mixer, form a
radiopaque, rapidly setting bone cement containing Gentamicin. Green pigment
(Chlorophyll VIII) is added to the monomer (liquid) to produce a greenish tint in the
final cement. This renders it possible to distinguish between bone and cement
within the surgical field.

When the powder (copolymer) and the monomer (liquid) are mixed, the dimethyl-p-
toluidine in the liquid activates the benzoyl peroxide catalyst in the powder. This
initiates the polymerization of the monomer, which then binds together granules of
polymer. As polymerization proceeds, a sticky dough-like mass is formed, which,
after about 30 seconds can be manipulated for about 5 minutes. The bone cement
can be applied to the operative site either manually or with a bone cement
dispenser/gun and completes curing after implantation. See curves and tables for
temperature variations in the package inserts found in Section 16.1.1.
Polymerization is an exothermic reaction and although the spontaneous generation
of heat accelerates the reaction, the polymerization of this self-curing resin occurs
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even if the temperature is reduced by irrigation with a cool physiologic saline
solution.

Optipac®-Refobacin® Bone Cement R

The Optipac® provides two separate, pre-measured sterilized components which
when mixed form radiopaque rapidly setting bone cement. To combine the
components and begin the chemical process detailed above, the mixing rod is
screwed onto the cylinder after the transport lid is removed. The safety spacer is
removed from the blue monomer holders. The blue monomer holders are pushed
towards the middle of the cylinder. This push causes a sharp cannula to puncture
the monomer pouches and initiates the flow of monomer through the cannula(s)
into the mixing cylinder. When the two components are mixed using the mixing
rod, the chemical reaction detailed above is initiated. The cement is applied after
the cylinder is prepared for application which includes: discontinuing and
disconnecting the vacuum, removing the mixing rod and bottom part of the
cylinder, unscrewing the blue plug and attaching a nozzle, and placing the cylinder
with nozzle attached in a cement gun. Detailed, step-by-step instructions (including
illustrations) are provided in the Optipac®-Refobacin® Bone Cement R IFU in Section
16.

14.1.3 Intended Use and Indications for Use

This device is intended for use in arthroplasty procedures for the hip, knee and
other joints.

Please see Section 6 for the Indications for Use verbiage.

14.1.4 Device Components

Refobacin® Bone Cement R provides two separate, pre-measured sterilized
components which when mixed form radiopaque rapidly setting bone cement and is
available in two types of packaging. Each type of packaging is available in multiple
sizes and pack configurations. A detailed description of the powder (copolymer)
and liquid (monomer) components are provided for each size of Refobacin® Bone
Cement Rin Table 14.3. See Table 14.4 for a list of the contents of the Refobacin®
Bone Cement R configurations by part number. Tables 14.5 and 14.6 list the
components and contents of Optipac®- Refobacin® Bone Cement R. Engineering
Drawings are included in Section 14.1.8.

Table 14.3: Component Composition of Refobacin® Bone Cement R

Size Powder Composition Monomer Composition
1 pouch of 20.4 g powder contains: 1 ampoule (10 ml liquid) contains:
Refobacin® 04g gentamicin sulphate (corresponding to | 9.2 g methyl methacrylate
Bone Cement | 0.3 g gentamicin) 0.2 g N, N-dimethyl-p-toluidine
R 20 16.7 g poly (methyl acrylate, methyl
methacrylate) Other constituents:
3.1g zirconium dioxide Chlorophyll VIII
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0.2g benzoyl peroxide

Hydroquinone

1 pouch of 40.8 g powder contains:

1 ampoule (20 ml liquid) contains:

zirconium dioxide
benzoyl peroxide

9.2¢g
05g

08g gentamicin sulphate (correspondingto | 18.4g methyl methacrylate
Refobacin® 0.5 g gentamicin) 04g N, N-dimethyl-p-toluidine
Bone Cement | 33.6g poly (methyl acrylate, methyl
R 40 methacrylate) Other constituents:
6.1g zirconium dioxide Chlorophyll VIII
03g benzoyl peroxide Hydroquinone
1 pouch of 61.3 g powder contains: 1 ampoule (30 ml liquid) contains:
13¢g gentamicin sulphate (correspondingto | 27.6 g methyl methacrylate
Refobacin® 0.8 g gentamicin) 06g N, N-dimethyl-p-toluidine
Bone Cement | 50.3g poly (methyl acrylate, methyl
R 60 methacrylate) Other constituents:

Chlorophyll VIII
Hydroquinone

Table 14.4: Proposed Refobacin®Bone Cement R Pack Sizes

CEMENT R 1X60 US

Item Number Description Pack Contents Sterility
5003920002 REFOBACIN BONE Pack consists of:
CEMENT R 2X20 US 2 pouches* of 20.4 g powder
each Powd .
2 ampoules* of 10 ml liquid ow, 'er componen )
each sterilized with ethylene
oxide gas.
5003940001 REFOBACIN BONE Pack consists of: Liguid component:
CEMENT R 1X40 1 pouch* of 40.8 g powder q s P o
* L sterilized by sterile
1 ampoule* of 20 ml liquid filtration and
5003940002 REFOBACIN BONE Pack consists of: aseptically filled. The
CEMENT R 2X40 2 pouches* of 40.8 g powder prically .
cach exterior of the glass
I taining th
2 ampoules* of 20 ml liquid aTmF')ou e con a|n|n'g €
each liguid component is
sterilized by ethylene
- oxide.
5003960001 REFOBACIN BONE Pack consists of:

1 pouch* of 61.3 g powder
1 ampoule* of 30 ml liquid

*See Table 14.3 for materials contained within pouches and ampoules

Table 14.5: Component Composition of Optipac® Refobacin® Bone Cement R

R

20.7g  poly (methyl acrylate, methyl

methacrylate)

Size Powder Composition Monomer Composition

Optipac® Knee | 1 Mixing Cartridge of 25.2g powder contains: 1 softpac of 12.4 ml Liquid
Refobacin® 0.5g gentamicin sulphate (corresponding to | contains:

Bone Cement | 0.3g gentamicin) 11.4g  methyl methacrylate

0.2gN, N-dimethyl-p-toluidine
Other constituents:
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3.8g zirconium dioxide Chlorophyll VIII
0.2g benzoyl peroxide Hydroquinone
1 mixing cartridge of 40.8 g powder contains: 1 softpac of 20.0 ml Liquid
. 08¢g gentamicin sulphate (corresponding to | contains:
Optipac® .
. 0.5 g gentamicin) 18.4g methyl methacrylate
Refobacin® . -
33.6 g poly (methyl acrylate, methyl 0.4g N, N-dimethyl-p-toluidine
Bone Cement .
R 40 methacrylate) Other constituents:
6.1g  zirconium dioxide Chlorophyll VIII
03g benzoyl peroxide Hydroquinone
1 mixing cartridge of 61.3 g powder contains: 2 softpacs of 15.0 ml (30ml total)
. 13¢g gentamicin sulphate (corresponding to | Liquid contains:
Optipac® .
. 0.8 g gentamicin) 27.6 g methyl methacrylate
Refobacin® . -
50.3 g poly (methyl acrylate, methyl 0.6g N, N-dimethyl-p-toluidine
Bone Cement .
R 60 methacrylate) Other constituents:
9.2g  zirconium dioxide Chlorophyll VIII
05g benzoyl peroxide Hydroquinone
1 mixing cartridge of 81.6 g powder contains: 2 softpacs of 20.0 ml (40ml total)
. e 16¢g gentamicin sulphate (corresponding to | Liquid contains:
Optipac ..
. 1.0 g gentamicin) 36.8g methyl methacrylate
Refobacin® . -
67.2g poly (methyl acrylate, methyl 0.8g N, N-dimethyl-p-toluidine
Bone Cement .
R 80 methacrylate) Other constituents:
12.2 g zirconium dioxide Chlorophyll VIII
06¢g benzoyl peroxide Hydroquinone
1 mixing cartridge of 81.6 g powder contains: 2 softpacs of 20.0 ml (40ml total)
1.6g  gentamicin sulphate (corresponding to | Liquid contains:
1.0 g gentamicin) 36.8g methyl methacrylate
67.2g poly (methyl acrylate, methyl 0.8g N, N-dimethyl-p-toluidine
methacrylate)
12.2 g zirconium dioxide 1 softpac of 20.0 ml Liquid
Optipac® Hip 06g benzoyl peroxide contains:
Set RBCR 18.4g methyl methacrylate
1 mixing cartridge of 40.8 g powder contains: 0.4g N, N-dimethyl-p-toluidine
08¢g gentamicin sulphate (corresponding to | Other constituents:
0.5 g gentamicin) Chlorophyll VI
33.6 g poly (methyl acrylate, methyl Hydroquinone
methacrylate)
6.1g  zirconium dioxide
03g benzoyl peroxide

Table 14.6: Proposed Optipac®-Refobacin® Bone Cement R Pack Sizes

Item Number

Description Pack Contents

Sterility

5709500392

OPTIPAC .

KNEE REFOBACIN

BONE CEMENTR
liquid*

e 1 mixing rod

1 mixing system pre-
packed with polymer
powder and monomer

e 1knee nozzle (breakable)
e 1vacuum line with sterile

Powder component
and convenience kit
items: sterilized with
ethylene oxide gas.

Liquid component:

sterilized by sterile
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filter

5710500394

OPTIPAC 40 REFOBACIN
BONE CEMENT R

1 mixing system pre-
packed with polymer
powder and monomer
liquid*

1 mixing rod

1 breakaway cement
nozzle

1 knee nozzle (breakable)
1 vacuum line with sterile
filter

5711500396

OPTIPAC 60 REFOBACIN
BONE CEMENT R

1 mixing system pre-
packed with polymer
powder and monomer
liquid*

1 mixing rod

1 breakaway cement
nozzle

1 vacuum line with sterile
filter

1 femoral pressurizer

5712500398

OPTIPAC 80 REFOBACIN
BONE CEMENT R

1 mixing system pre-
packed with polymer
powder and monomer
liquid

1 mixing rod

1 breakaway cement
nozzle

1 vacuum line with sterile
filter

1 femoral pressurizer

5740500394

OPTIPAC HIP SET RBCR

Optipac 80:

1 mixing system pre-
packed with polymer
powder and monomer
liquid

1 mixing rod

1 breakaway cement
nozzle

1 vacuum line with sterile
filter

1 femoral pressurizer
And Optipac 40:

1 mixing system pre-
packed with polymer
powder and monomer
liquid*

1 mixing rod

1 breakaway cement

filtration and
aseptically filled.
Exterior of Softpac
sterilized with ethylene
oxide gas as part of
Optipac® system.
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nozzle
e 1knee nozzle (breakable)
e 1vacuum line with sterile
filter
*See Table 14.5 for materials contained within mixing system and Softpacs.

v

Figure 2: Assembled Optipac®- Refobacin® Bone Cement R with one or two
Softpac pouches

14.1.4.1 Compatible Device Components — Implants

As is standard with cleared bone cements the subject device is compatible with joint
arthroplasty implants indicated for cemented use. The specific implant IFU should
be referenced to confirm use with bone cement.

14.1.4.2 Convenience Kit

The subject device, when packaged in the Optipac®, is distributed as part of a
convenience kit. The sterile, single use items included in the kit are used in the
application of bone cement to the surgical site. Section 14.5 provides kit
certification information for the items included in the kit.

14.2 Manufacturing Information
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14.3 Minor Modifications to the Device, and Implant-
Specific Accessories Since the Last Clearance

Refobacin’ Bone Cement R is not currently cleared for use in the US, thus there are
no modifications since last clearance to list.

Confidential and Proprietary
75



BIOMET

Device Description
Refobacin® Bone Cement R | Traditional 510(k)

14.4

Engineering Drawings — Implants
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Specification of Refobacin Bone Cement R20  Ref. 300392

# Parameter

Powder
1) Appearance
2) Fill weight (sachet)
2a) Mean weight of sachet
3) Content MMA / MA copolymer

4) Total Content Dibenzoyl peroxide

5) Content Zirconium dioxide

6) Content Gentamicin as active base
optional 6a) Release 1. day

Release 3. day
Release 5. day

7) Sterility

8) Content Ethylene oxide

Paowder / Monomer Combinatiop

9) Compressive Strength (ISO 5833)

10) Bending Strength (ISO 5833)

11) Bending Modulus (ISO 5833)

12) Setting Time (ISO 5833)

Schilke Date 14.06.2012

Gharzoul Date “/J';" Rsil Signature

Specification Unit Responsibilities

mg / sachet

ug / specimen’
ug / specimen
pg / specimen

ppm

MPa

MPa

MPa

- -
Illu & g
-
€3

min:sec

o

Signature

Dateiname: Specification_Relobacin Bone_Cement_R20_Rev4F doc Version: 4
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Specification of Refobacin Bone Cement R40  Ref. 300394

# Parameter Specification Unit Responsbhhe?

Powder

1) Appearance

2) Fill weight (sachet) g
2a) Mean weight of sachet g
3) Content MMA / MA copolymer %
4) Total Content Dibenzoyl peroxide %
(9)
5) Content Zirconium dioxide %
(9)
6) Content Gentamicin as active bas mg / sachet

optional 6a) Release 1. day
Release 3. day
Release 5. day

Hg / specimen
ug / specimen
Hg / specimen

7) Sterility -/~

8) Content Ethylene oxide ppm
Powder / Monomer Combination

9) Compressive Strength (ISO 5833) MPa

10) Bending Strength (ISO 5833) MPa

11) Bending Modulus (ISO 5833) MPa

12) Setting Time (ISO 5833) min:sec

Date 12.04.2012  Signature:

Date 9 foty /12 Signature:

Dateinama: Specification_Refobacin_Bone_Cement_R40 Rev3F.doc Ausgabe: 3
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Specification of Refobacin Bene Cement R 60 Ref. 300396

Seite: 1/1

# Parameter Specification Unit
Powder
1) Appearance

2) Fill weight (sachet)

9
2a) Mean weight of sachet g
3) Content MMA / MA copolymer %
4) Total Content Dibenzoyl peroxide %
(9
5) Content Zirconium dioxide %
(9

6) Content Gentamicin as active base mg / sachet

optional 6a) Release 1. day
Release 3. day
Release 5. day

ug / specimen’
ug / specimen
Hg / specimen

7)  Sterility -/ -

8) Content Ethylene oxide ppm
Powder / Monomer Combination

9) Compressive Strength (ISO 5833) MPa

10) Bending Strength (ISO 5833) MPa

11) Bending Modulus (ISO 5833) MPa

12) Setting Time (ISO 5833) min:sec

Responsibilities

Date 12.04.2012  Signature

Date 9y (. /1 Signature

Dateiname: Specification_Refobacin_Bone_Cement_R60_Rev3F.doc

Ausgabe: 3
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Seite: 1/1

# Parameter Specification Unit Respon-
sibilities

Powder
1) Appearance

2) Fill weight (sachet)

g
2a) Mean weight of sachet g
3) Content MMA / MA copolymer %
4) Total Content Dibenzoyl peroxide %
(a)
5) Content Zirconium dioxide %
(9)

6) Content Gentamicin as active ba: mg / sachet

optional 6a) Release 1. day
Release 3. day
Release 5. day

ug / specimen’
Hg / specimen
Mg / specimen

7) Sterility oy -
8) Content Ethylene oxide ppm
Powder /| Monomer Combination
9) Campressive Strength (ISO 5833 MPa
10) Bending Strength (ISO 5833) MPa
11) Bending Modulus (ISO 5833) MPa
12) Setting Time (ISO §833) min:sec

a4 ]

Datum 29.01.2009 Untersch

Datum Unterschrift.

26 .0

Dateiname: Specification_Refobacin_Bone_Cement_R20_Rev2.doc Ausgabe: 2




m Formblatt Seite: 1/ 1

Specification
PMMA Cement
! s = ]
Specification of Refobacin Bone Cement R 40

# Parameter Specification Unit Respon-
sibilities

1) Appearance

2) Fill weight (sachet) g
2a) Mean weight of sachet g
3) Content MMA / MA copolymer %
4) Total Content Dibenzoyl peroxide %
(9
5) Content Zirconium dioxide %
(9)
6) Content Gentamicin as active base mg / sachet
optional 6a) Release 1. day ug / specimen’
Release 3. day ug / specimen

Release 5. day Hg / specimen

7) Sterility -/ -

8) Content Ethylene oxide ppm
Powder / Monomer Combination

9) Compressive Strength (ISO 5833) MPa

10) Bending Strength (ISO 5833) MPa

11) Bending Modulus (ISO 5833) MPa

12) Setting Time (ISO 5833) min:sec

Datum 29.01.2009 Unterschrift:

Datum 2¢ @ 2008 Unterschrift:

Dateiname: Specification_Refobacin_Bone_Cement_R40_Rev2.doc Ausgabe: 2



Specification
PMMA Cement

b B s -]
Specification of Refobacin Bone Cement R 60

# Parameter Specification Unit Respon-
sibilities
“Powder . *”
1) Appearance -]
2) Fill weight (sachet) g
2a) Mean weight of sachet g
3) Content MMA / MA copolymer %
4) Total Content Dibenzoyi peroxide %
(9
5) Content Zirconium dioxide %
(9)
6) Content Gentamicin as active base mg / sachet
optional 6a) Release 1. day ug / specimen’

Release 3. day
Release 5. day

Hg / specimen
Mg / specimen

7) Sterility 5 [

8) Content Ethylene oxide ppm
Powder / Monomer Combination

9) Compressive Strength (1ISO 5833) MPa

10) Bending Strength (ISO §833) MPa

11) Bending Modulus (ISO 5833) MPa

12) Setting Time (ISO 5833) min:sec

Datum 29.01.2009 Unterschrift:

Datum - Unterschrift:

(.02 ey

Dateiname: Specification_Refobacin_Bone_Cement_R80_Rev2.doc
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BUE' Specification Page: 1/
M

onomer Ampoule

REF 3000197001

Specification of 10 ml Monomer Liquid for Biomet Bone Cement

4 Parameler Specification Unit Responsibilities

1)  Appearance

2) Fill weight (ampoule)

g
2a)” Mean fill weight (ampoule) g
3) Identification Chlorophyll (E645 nm /
4 Identification Hydroquinone
5 Content Methylmethacrylate Yo
6) Content N,N-Dimethyl-p-toluidin %
7)  Refractive Index /-
8)  Stability (1ISO 5833)
9)  Sterility Liquid /-
10) Sterility Blister /
11)* Content Hydroquinone ppm

*) For information only. No specification.

Date: 13.04.2011 Signature:

Date: 7204 -7 pt/ Signa}ure:

Dateiname: Specification Monomer Liquid_10_ml_Rev2.doc
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m Specification Page: 1

Monomer Ampoule

REF 3005927001

Specification of 20 ml Monomer Liquid for Biomet Bone Cement

# Parameter Specification Unit Resbonsibnitles

1)  Appearance

2)  Fill weight (ampoule) g
2a)* Mean fill weight (ampoule) g
3) Identification Chlorophyll (E645 n /
4) Identification Hydroquinone -/-
5) Content Methylmethacrylate %
6) Content N,N-Dimethyl-p-toluidin %
7) Refractive Index
8)  Stability (ISO 5833) f -
9)  Sterility Liquid /
10) Sterility Blister
11)* Content Hydroquinone ppm
*) For information only. No specification

Date: 13.04.2011 Slgn;t:ré

Date: 7(>-4-Zol; Signature

Dateinama: Specification_Monomer_Liquid_20_ml_Rev2 doc
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Page: 1/1

e ———"

REF 3005227001

Specification of 30 ml Monomer Liquid for Biomet Bone Cement

# Parameter Specification Unit Responsibilities

1)  Appearance

2)  Fill weight (ampoule) g
2a)" Mean fill weight (ampoule) 4]
3) Identification Chlorophyll (E645
4) Identification Hydroquinone B f =
5)  Content Methylmethacrylate %
6) Content N,N-Dimethyl-p-toluidi %
7) Refractive Index -/
8)  Stability (ISO 5833) wy .
9)  Sterility Liquid iz J&a
10) Sterility Blister /
11)* Content Hydroquinone ppm

*) For information only. No specification.

Date: 13.04.2011 Signature:

Date: 7(-&-701  Signature:

Dateiname: Specification_Monomer_Liquid_30_ml_Rev2 doc
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Specification of Optipac Knee Refobacin Bone Cement
# Parameter =R Specification
Powder
1) Appearance
2) Fill weight (cylinder)
2a) Mean fill weight of cylinder
3) Content MMA / MA copolymer

4) Total Content Dibenzoyl peroxid
5) Content Zirconium dioxide

6) Content Gentamicin as active b
optional 6a) Release 1. day
Release 3. day
Release 5. day
7)  Sterility

8) Content Ethylene oxide

Powder / Monomer Combination

9) Compressive Strength (ISO 583

10) Bending Strength (ISO 5833)

11) Bending Modulus (ISO 5833)

12) Setting Time (ISO 5833)

12.04.2012  Signature:

¢ /ey/,2.  Signature:

Ref. 500392

Unit

%
(9)

o/
/o

(9)

mg / cylinder

ug / specimen’
ug / specimen
ug / specimen

ppm

MPa

MPa

MPa

min:sec

Page: 1/1

Flespbrisibiixtie‘é'

Verslon: 3
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Seite: 1/1

Specification of Optipac 40 Refobacin Bone Cement Ref. 500394
# Parameter ' IR ~ Specification Unit ~ Responsibilities
Powder

1} Appearance

2)  Fill weight (cylinder) g
2a) Mean fill weight of cylinder g
3) Content MMA / MA copolymer %
4) Total Content Dibenzoyl peroxide %
(@)
5) Content Zirconium dioxide %
(C)]
6) Content Gentamicin as active bas mg / cylinder

optional 6a) Release 1. day
Release 3. day
Release 5. day

ug / specimen’
Hg / specimen
ug / specimen

7)  Sterility - /-

8) Content Ethylene oxide ppm
Powder / Monomer Combination

9) Compressive Strength (ISO 5833) MPa

10) Bending Strength (ISO 5833) MPa

11) Bending Modulus (ISO 5833) MPa

12) Setting Time (ISO 5833) min:sec

Date 12.04.2012  Signature:

Date |, Signature:
V. v d ‘

Dateiname: Specifcation_Optipac_40_Refobacin_BC_Rev3F.doc Ausgabe: 3
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Specification Seite: 1/1
PMMA Cement

Specification of Optipac 60 Refobacin Bone Cement  Ref. 500396

# Parameter i ' 5 Specﬂcatlon Unit 'ﬁéaonsibﬂég

Powder
1) Appearance

2)  Fill weight (cylinder)

g
2a) Mean fill weight of cylinder g
3) Content MMA / MA copolymer Y%
4) Total Content Dibenzoyl peroxide %
(@)
5) Content Zirconium dioxide %
)

6) Content Gentamicin as active base mg / cylinder

optional 6a) Release 1. day
Release 3. day
Release 5. day

ug / specimen’
ug / specimen
ug / specimen

7) Sterility —iiis

8) Content Ethylene oxide ppm
Powder / Monomer Combination

8) Compressive Strength (ISO 5833) MPa

10) Bending Strength (ISO 5833) MPa

11) Bending Modulus (ISO 5833) MPa

12) Setting Time (ISO 5833) min:sec

Date 12.04.2012  Signature:

Date (9/e¥ /12 Signature:

Dateiname: Specification_Optipac_60_Relobacin_BC_Rev3F.doc Ausgabe: 3
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PMMA Cement

Seite: 1 /1

e e B SV D Sy oAt e &
e s

Specification of Optipac 80 Refobacin Bone Cement Ref. 500398

# Parameter Specification Unit
Powder
1) Appearance

2) Fill weight (cylinder)

9
2a) Mean fill weight of cylinder g
3) Content MMA / MA copolymer %
4) Total Content Dibenzoyl peroxide %
(9)
5) Content Zirconium dioxide %
(9

6) Content Gentamicin as active ba mg / cylinder

optional 6a) Release 1. day
Release 3. day
Release 5. day

Mg / specimen
ug / specimen
ng / specimen

7) Sterility s e

8) Content Ethylene oxide ppm
Powder / Monomer Combination

9) Compressive Strength (ISO 583 MPa

10) Bending Strength (ISO 5833) MPa

11) Bending Modulus (ISO 5833) MPa

12) Setting Time (ISO 5833) min:sec

Date 12.04.2012  Signature:

Date 4 oy /L Signature:

Dateiname: Specification_Oplipac_80 Refobacin_BC_Rev3F.doc

Responsibiities

Ausgabe: 3
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m Monomer Optipac

\ e Ve S A e e e ety

REF 402713
Specification of Monomer Liquid in Soft Pouch for
Optipac Knee Refobacin Bone Cement (1 Pouch)

Optipac Knee Refobacin Plus Bone Cement (1 Pouch)

# Parameter Specif cation Unit Responsibilities

1)  Appearance

2)  Fill weight (pouch)

g9
2a)* Mean fill weight (pouch) g
3) Identification Chicrophy!l (E645 nm) -/ -
4) Identification Hydrogquinone o
5) Content Methylmethacrylate %
6) Content N.N-Dimethyl-p-toluidin %
7) Refractive Index o
8) Steriity Liquid af
9) Content Hydroquinone ppm
10) Content Chiorophyll ppm

*) For information only. No specification

Date  08/05/2012  Signature:

Dale /2-/0"/““’ Signature:

File. Specificabon_Monomer_Optipac_12_mi_Rev2_soR doc Version: 3



: Specification Page: 1/1
EioM=ily Monomer Optipac
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REF 402720

Specification of 20 ml Monomer Liquid for Optipac in Soft Pouch for
Optipac 40 Refobacin Bone Cement R (1 Pouch)

Optipac 80 Refobacin Bone Cement R (2 Pouches)

Optipac 40 Refobacin Plus Bone Cement (1 Pouch)

Optipac 40 Refobacin Revision (1 Pouch)

# Parameter Specification Unit Responsibilties

1)  Appearance

2)  Fill weight (pouch) g
2a)" Mean fill weight (pouch) g
3) Identification Chlorophyll (E645 n -1 -
4) Identfication Hydrogquinone e
5) Content Methyimethacrylate %
6) Content N,N-Dimethy!-p-toluidin %
7) Refractive Index e
8)  Sterility Liquid -l
9) Content Hydroquinone ppm
10) Content Chiorophy!! ppm

) For information only. No speCiffcat.én

Date: 08/05/2012 Signature:

Date:\%|#6/20n-  Signature:

File Specification_Monomer_Optpac_20_m|_Rev3_sof.doc Version: 4
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m Monomer Optipac
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REF 402715
Specification of 15 ml Monomer Liquid for Optipac in Soft Pouch for
Optipac 60 Refobacin Bone Cement R (2 Pouches)

Optipac 60 Refobacin Plus Bone Cement (2 Pouches)

# Parameter Specification " “Unt  Responsibilites

1)  Appearance -]

2)  Fill weight (pouch)

g
2a)* Mean fill weight (pouch) g
3) Identffication Chlorophyll (E645 nm) -t
4)  Identification Hydroquinone o
5) Content Methyimethacrylate %
6) Content N,N-Dimethyl-p-toluidin %
7)  Refractive Index s s
8) Sterilty Liquid ~f -
9) Content Hydroquinone ppm
10) Content Chiorophy!l ppm

*) For information only No spec:ﬁi:atxon

Date. 08/05/2012 Signature:

Date 1:/0bfZole  Signature:

File Specfication_Monomer_Optipac_15_m!_Rev3_sof doc Version: 4






































































































Device Description

BIOMEI_ Refobacin” Bone Cement R | Traditional 510(k)

14.5 Kit Certification Information

Confidential and Proprietary
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BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

15 Substantial Equivalence Discussion

Confidential and Proprietary
128



Substantial Equivalence Discussion

BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

15.1
15.1.1

15.1.2

15.1.3

Substantial Equivalence Discussion

Predicate Devices

The predicate devices for Refobacin® Bone Cement R are listed in Table 15.1

Table 15.1: Predicate Devices
Device Manufacturer 510(k) Number
Palacos® G* Heraeus Kulzer GmbH & Co.KG | K031673

*The product obtained for testing and labeling comparison is labeled as Palacos®
R+G

The 510(k) Summary and IFU for the predicate device can be found at the end of
this section (Attachment 1 and 2 respectively).

Intended Use and Indications for Use

The subject device has the same indications for use as the predicate device.

Technological Characteristics

The subject device has similar technological characteristics as the predicate. Both
the predicate and subject devices are fast setting polymer systems containing
gentamicin for use in bone surgery. Both devices provide two separate, pre-
measured sterilized components which when mixed form a radiopaque rapidly
setting bone cement.

Refobacin® Bone Cement R powder does
not contain Chlorophyll VIII; however it is present in the monomer. The lack of
Chlorophyll VIIl in the subject device powder does not raise issues of
safety/effectiveness as it is present in the monomer and serves the optical marking
of the bone cement at the site of the operation.

The shelf life of the subject device, Refobacin® Bone Cement R, is less than that of
the predicate device, Palacos® G. Shelf life of Class Il medical devices is established
by testing performed by the manufacturer and is considered as part of a 510(k)
submission. However, extensions to the cleared shelf life of a Class || medical device
may be completed by the manufacturer as long as certain conditions are met and
internal documentation is compiled and kept on file by the manufacturer. The
difference in shelf life between the subject and predicate device does not raise
issues of safety/effectiveness as the initial cleared shelf life may be extended at the
discretion of the individual manufacturers over the lifetime of the medical devices.

The subject device is available in multiple sizes and different packaging
configurations as compared to the predicate device. The subject device is available
in two packaging configurations, while the predicate device is available in one. The

Confidential and Proprietary
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Substantial Equivalence Discussion

BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

15.1.4

first packaging configuration (powder pouches, amber glass ampoule) for the
subject device is identical to the predicate and does not raise new issues of
safety/effectiveness. The other (Optipac®) is a mixing and application system pre-
packed with the subject device. The biocompatibility testing indicates that the
subject device packaged with the Optipac® does not raise issues of safety with
regards to cytotoxic potential.

The predicate device is available in one size and the subject device is available in
multiple sizes (see Section 14 for additional details).

The sterilization methods for
the powder and monomer for the different sizes and packaging configurations of
the subject device are the same as the predicate device. The amounts of the
materials used in the subject device vary depending on the cement unit size;
however, same sterilization for
the powder and monomer,
and thus the differences described above do not raise new issues of
safety/effectiveness.

Performance -- Test Results

The test results (Section 21) show that the subject device (including the subject
device packaged in Optipac®) meets all the consensus standards for bone cement,
as well as being substantially equivalent to the predicate device. However, as is to
be expected when performing such a large number and diversity of tests, the
summary also shows that there were several differences between the subject device
and the predicate device. Some of these differences were statistically significant. In
some cases, the predicate device outperformed the subject device, while in other
cases the subject device outperformed the predicate device. In nearly all of the
cases, the differences, even if statistically significant, were of small magnitude

This variation is in line with past cement
testing experiences, thus the test results demonstrate that the subject device is
substantially equivalent.

15.1.5 Manufacturing

Confidential and Proprietary
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Substantial Equivalence Discussion

BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

15.1.6

15.1.7

Substantial Equivalence Comparison Table

Please see the Substantial Equivalence Comparison Table (Section 15.2).

Conclusion

The proposed Refobacin® Bone Cement R has the same intended use and

indications for use as the predicate device. The proposed device has similar

technological characteristics to the predicate, and the information provided herein

demonstrates that:

e any differences do not raise new questions of safety and effectiveness; and

e the proposed device is at least as safe and effective as the legally marketed
predicate device.

Confidential and Proprietary
131



Substantial Equivalence Discussion

BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

15.2 Substantial Equivalence Comparison Table

Confidential and Proprietary
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Substantial Equivalence Discussion
Refobacin® Bone Cement R | Traditional 510(k)

Device Comparison

Subject Device

Predicate Device (K031673)

Name Refobacin® Bone Cement R Palacos® G
Manufacturer Biomet France SARL Heraeus Kulzer GmbH & Co. KG
Product Code MBB, LOD MBB, LOD

Intended Use

The primary use for bone cement is in
arthroplasty procedures of the hip, knee
and other joints to fix plastic and metal
prosthetic parts to living bone with
reconstruction is necessary.

The primary use for bone cement is in
arthroplasty procedures of the hip, knee
and other joints to fix plastic and metal
prosthetic parts to living bone with
reconstruction is necessary.

Indications for Use

Refobacin® Bone Cement R is indicated for
use as bone cement in arthroplasty
procedures of the hip, knee, and other
joints to fix plastic and metal prosthetic
parts to living bone when reconstruction is
necessary because of revision of previous
arthroplasty procedures due to joint
infection. The cement is indicated for use
in the second stage of a two stage revision
for total joint arthroplasty after the initial
infection has been cleared.

Palacos® R+G** is indicated for use as
bone cement in arthroplasty procedures
of the hip, knee and other joints to fix
plastic and metal prosthetic parts to
living bone when reconstruction is
necessary. The cement is indicated for
use in the second stage of a two stage
revision for total joint arthroplasty after
the initial infection has been cleared.

Cement Design

Refobacin® Bone Cement R and Optipac®
Refobacin® Bone Cement R provide two
separate, pre-measured sterilized
components which when mixed form a
radiopaque rapidly setting bone cement.

Palacos® R+G provides two separate,
pre-measured sterilized components
which when mixed form a radiopaque
rapidly setting bone cement.

Principle of Operation

When the powder (copolymer) and
the liquid (monomer) are mixed, the
dimethyl-p-toluidine in the liquid
activates the benzoyl peroxide
catalyst in the powder. This initiates
the polymerization of the monomer,

When the powder (copolymer) and
the liquid (monomer) are mixed, the
dimethyl-p-toluidine in the liquid
activates the benzoyl peroxide
catalyst in the powder. This initiates
the polymerization of the monomer,

Confidential and Proprietary
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Substantial Equivalence Discussion
Refobacin® Bone Cement R | Traditional 510(k)

Device Comparison

Subject Device

Predicate Device (K031673)

which then binds together granules of
polymer. As polymerization

proceeds, a sticky dough-like mass is
formed, which, after about 30
seconds, can be manipulated for
about 5 minutes. Polymerization is

an exothermic reaction and although the
spontaneous generation

of heat accelerates the reaction, the
polymerization of this self-curing resin
occurs even if the temperature is
reduced by irrigation with a cool
physiologic saline solution.

which then binds together granules of
polymer. As polymerization

proceeds, a sticky dough-like mass is
formed, which, after about 30
seconds, can be manipulated for
about 5 minutes. Polymerization is

an exothermic reaction and although
the spontaneous generation

of heat accelerates the reaction, the
polymerization of this self-curing resin
occurs even if the temperature is
reduced by irrigation with a cool
physiologic saline solution.

Powder Constituents
(Materials)

Poly (methyl acrylate, methyl
methacrylate)

Zirconium dioxide (X-ray contrast medium)
Hydrous benzoyl peroxide

Gentamicin sulphate

Poly (methyl acrylate, methyl
methacrylate)

Zirconium dioxide (X-ray contrast
medium)

Hydrous benzoyl peroxide
Gentamicin sulphate

Chlorophyll VIl

Monomer Constituents
(Materials)

Methyl methacrylate

N, N-dimethyl-p-toluidine
Hydroquinone
Chlorophyll VI

Methyl methacrylate

N, N-dimethyl-p-toluidine
Hydroquinone
Chlorophyll VIII

Confidential and Proprietary
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Substantial Equivalence Discussion
Refobacin® Bone Cement R | Traditional 510(k)

Device Comparison

Subject Device

Predicate Device (K031673)

Sterilization Methods:
powder and monomer

Packaging
Configurations

Sizes

Powder Component

Ethylene Oxide (EO)
Liguid Monomer Component

Sterile Filtered

Refobacin Bone Cement R

REFOBACIN® BONE CEMENT R 2X20
REFOBACIN® BONE CEMENT R 1X40
REFOBACIN® BONE CEMENT R 2X40
REFOBACIN®BONE CEMENT R 1X60

Optipac- Refobacin Bone Cement R
OPTIPAC® KNEE

OPTIPAC® 40

OPTIPAC® 60

Powder Component

Ethylene Oxide (EO)
Liguid Monomer Component

Sterile Filtered

1 Configuration:
Powder Component

Double packaged in gas permeable
sterile packets, enclosed in a non-sterile
paper-foil protective pouch.

Liguid Monomer Component

Glass Ampoule packaged in a protective
Tyvek blister pack.

Palacos® R+G 1x40

Confidential and Proprietary
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Substantial Equivalence Discussion

BIOMEI— Refobacin’ Bone Cement R | Traditional 510(k)

Device Comparison Subject Device Predicate Device (K031673)
OPTIPAC® 80
OPTIPAC® HIP SET RBCR
Shelf Life Refobacin® Bone Cement R
3 years 4 years
Optipac® Refobacin® Bone Cement R
18 months
Chemical
Hanc!lmg See Section 21 See Section 21
Physical
Mechanical

**K031673 Palacos® G was identified as the predicate in the FDA Pre-Market (510k) database. However, the actual, commercialized product
located for testing and labeling comparison is labeled as Palacos® R+G.

Confidential and Proprietary
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510(k)
2™ supplement shipment changes of May 2004
Palacos® G Hefaeus
MAY 2 5 2008 510(k) Summary
Applicant’s name and address Heraeus Kulzer GmbH & Co. KG
Griiner Weg 11
D-63450 Hanau
Contact persons Dr. K.-D. Kithn

phone: +49 6081 959-264
fax: +49 6081 959-288
klaus-dieter. kuehn@heraeus.com

Dr. C. Tuchscherer

phone: +49 6081 959-278

fax: +49 6081 959-288
christian.tuchscherer@heraeus.com

Date of actualized summary May 11" 2004

Device trade name PALACOS®G

Classification name Bone Cement

Identification of the marketed device to which PALACOS® R BONE CEMENT

cquivalence is claimed

PMA Number: P810020

Description of the device

Palacos™ G is an acrylic bone cement for use in
orthopedic surgery. It is formed from powder and
liquid by exothermic polymerization. It secures the
fixation of the grafted artificial joint improving the
transfer of forces at the interface implant - bone.

Intended use

The cement is indicated for use in the second stage
of a two stage revision for total joint arthroplasty
after the initial infection has been cleared.

Comparison of technological characteristics

This is the well known Refobacin®-Palacos® R
being marketed for many years in Europe. It
performs most similar to Palacos R.

Heraeus Kulzer Gmbll & Co. KG, KUILLZER:, Bercich Medizin, Dr, Klaus-Dieter Kiithn @
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i DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

MAY 2 5 2004 Rockvilla MD 20850

Dr. Klaus-Dieter Kiihn

Heraeus Kulzer GmbH & Co. KG
Griiner Weg 11

D-63450 Hanau

Germany

Re: KO031673
‘Trade/Device Name: Palacos G
Regulation Number: 21 CFR 888.3027
Regulation Name: Polymethylmethacrylate (PMMA) bone cement
Regulatory Class: Class II
Product Code: LOD and MBB
Dated: February 24, 2004
Received: February 27, 2004

Dear Dr. Kiihn:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determincd the device is substantially equivalent (for the indications
for usc 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 IFederal 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 requircments for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see abovc) into either class Il (Special Controls) or class III (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. [n 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 complics with other requirements of the Act
or any IFederal 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
CI'R Part 807); labcling (21 CFR 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.
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Page 2 - Dr. Klaus-Dieter Kiihn

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 classiﬁcatior_x 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 Office of Compliance at (301) 594-4639. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97) you may obtain.
Other general information on your responsibilities under the Act may be obtained from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address

http://www.fda.gov/cdrh/dsma/dsmamain.html
Sincerely yours, %&‘M\

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

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): KO31673
Device Name: PALACOS G

Indications For Use:

PALACOS G is indicated for use in the second stage of a two stage revision for total
joint arthroplasty after the initial infection has been cleared.

Prescription Use vyes AND/OR Over-The-Counter Use no
(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 Device Evaluation (ODE)

'(T)ivision Slgn-Off) Page 1 of _

sivision of General, Restorative,
.nd Neurological Devices

(o 3l675

510(k) Number.
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— PALACOS®R+G

Radiopaque bone cement

Manufacturer Do not store above 25° (77°F) containing gentamicin
| STERILE |EO| |STERILE | A |
Sterilized using ethylene oxide Sterilized using aseptic

processing techniques

(13 ®

Consult instructions for use Do not re-use

® ¥

Flammable liquid - Use by date Instructlons for use
Flashpoint 10°C ———— _— e — : 3

LOT %

[ ]
. Lﬂmﬁuncr Heraeus
Batch code Keep away from sunlight /_‘ ,f
Dlstributed by: Manufacturer:
Zimmer Surgical, Inc. Heraeus Medical GmbH
200 West Ohio Avenue . Philipp-Reis-Strasse 8/13
Dover, Ohio 44622 U.S.A. 61273 Wehrheim, Germany
Cat. No.: 00-1113-140-01 PALACOS® is a trademark of Heraeus Kulzer GmbH. 141
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PALACOS® R+G

Uses and properties

PALACOS® R+G is a fast setting polymer containing
gentamicin, for use in bone surgery. Mixing of the two
com system, consisting of a powder and 2 hquid,
imtially produces a liquid and then a paste, which 1s used
to anchor the prosthests to the bone. The hardened bone
cement allows stable fixation of the prosthesis and transfers
all stresses produced in a movement to the bone via the
large interface. Insoluble zirconium dioxide s included

in the cement powder as an X ray contrast medium. The
chlorophyll additive serves as optical marking of the bone
cement at the site of the operation.

Indications

PALACOS® R+G 15 indicated for use as bone cement in
arthroplasty procedures of the hip, knee and other joints to
fix plastic and metal prosthetic parts to living bone when
reconstruction is necessary. The cement is indicated for
use in the second stage of a two stage revision for total joint
arthroplasty after the initial infection has been cleared.

Contraindications

PALACOS® R+G must not be used during pregnancy of the
nursing period.

PALACOS® R+G must not be used in patients with
infectious arthritis.

PALACOS® R+G must not be used in active infection of the
joint or joints to be replaced.

PALACOS® R+G must not be used in cases of known
hypersensitivity to gentamicin or to other constituents of
the bone cement. A history of hypersensitivity or serious

toxic reactions to other aminoglycosides may contraindicate

use of gentamicin because of known cross-sensitivity of

patients to drugs in this class.

Relative contraindications include:

(1) uncooperative patient or patient with neurologic disorder
who Is incapable of following directions

(2) metabolic disorders which may impair bone formation

(3) osteomalacia

(4) distant foci of infections which may spread to the
implant site

(5}rapid joint destruction, marked bone loss or bone
resorption, vascular insufficiency, muscular atrophy, or
neuromuscular disease

(6) hypotenston

(7) congestive heart faiure

(8) renal iImpairment

Adverse effects

Neurotoxicity

(1) mantfested as both auditory and vestibular ototoxicity,
including irreversible hearing loss;

(2) numbness;

(3) skin tingling;

(4) muscle twitching; and

(5) convulsions.

Nephrotoxicity

(1) usually in patients with pre-existing renal damage; and

(2) also in patients with normal renal function to whom
aminoglycosides are administered for longer periods or
in higher doses than recommended, the symptoms of
which may manifest after cessation of therapy.

Composition PALACOS®R+G

1 pouch of 40.8 g powder contains:
poly(methyl acrylate, methyl methacrylate) 336¢g
zirconium dioxide 6.1g
hydrous benzoyl peroxide 03g
gentamicin base (as sulphate) 0.50¢g

1 ampoule of 20 ml liquid contains:
methyl methacrylate 184¢g
N,N-dimethyl-p-toluidine 04g

Other constituents:

In the liquid: chlorophyll V111 in an oily solution, hydroguinone

In the powder: chlorophyll VIII
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Disclaimer

11 has not been clinically proven that the antibiotic effect
of the drug gentamicin holds for the gentamicin-loaded
bone cement. \

Side effects

After preparation of the prosthesis bed or directly after the
implantation of the cement and prosthesis, pressure rise
in the medullary canal may cause a temporary fall in blood
pressure. {n addition to hypotension, pulmonary embolism
and cardiac arrest with their potentially fatal consequences
have been encountered in rare cases. These cardiovascular
and respiratory side effects known as the implantation
syndrome are caused by infiltration of bone marrow
constituents into the venous vascular system.

The site of the prosthesis should therefore be rinsed
thoroughly with an isotonic solution (e.g. physiological
saline) before implantation. To minimize the large pressure
increase in the medullary canal during the prosthesis
implantation, suction drainage is recommended. In

the presence of pulmocardiovascular disturbances, the
liquid volume must be monitored as appropriate and
anaesthesiological measures may be required e.g. in the
event of acute respiratory failure. The gentamicin content
of PALACOS® R+G may cause hypersensitivity reactions in
isolated cases.

Application of gentamicin may, in principle, trigger the
typical adverse reactions of this antibiotic, which are in
particular, damage to hearing and to the kidneys. However,
these adverse reactions are very unlikely to occur as the
serum levels required to cause damage are not reached.

Precautions

Monitoring:

(1) patients receiving gentamicin should be periodically
monitored with peak and trough levels of the antibiotic,
serum electrolytes, serum renal function, urinalysis, and
audiograms (in the elderly and/or dehydrated patient in
whom there is a higher risk of adverse events associated
with gentamicin use).

(2) Use of gentamicin should be avoided in the following
situations:

(a) concurrent/sequential use of other neurotoxic/
nephrotoxic antibiotics;

{b) Other aminoglycosides:

(c) Cephaloridine;

(d) Viomycin;

(e} Polymixin B;

(1) Cotistin;

(g) Cisplatin; and

(h) Vancomycin.

Pedriatric use

A pediatric use of PALACOS® R+G should be thought over
well by the surgeon. The cement should be used only if the
risk/benefit analysis gives a clear indication.

Warnings
PALACOS® R+G is considered most unlikely to cause
gentamicin overdosage, since only low (< 1 pg/ml) and

shortlived serum concentrations are obtained during the

first few postoperative hours from the high local gentamicin

concentrations {Wahlig

et al.: Pharmacokinetic study of Gentamicin-loaded cement

in total hip replacements. Comparative effects of varying

dosage. J. Bone Joint Surg. 66-B: 175-179).

Since the concentration of gentamicin may reach the

nerve and the kidney, ototoxic and nephrotoxic reactions

may happen following the use of PALACOS® R+G bone

cement. Monitar patients carefully for any change n blood
pressure during and immediately following the application
of bone cement. Adverse patient reactions affecting the
cardiovascular system have been associated with the use
of bone cements. Hypotensive reactions have occurred
between 10 and 165 seconds following application of bone
cement; they have lasted from 30 seconds to 5 or more
minutes. Some have progressed to cardiac arrest. Patients
should be monitored carefully for any change in blood
pressure during and immediately following the application
of bone cement.

Using PALACOS® R+G under conditions other than the

indicated use is unlikely to provide benefit to the patient

and increases the risk of the development of drug-resistant
bacteria. Follow the handling, mixing and canal preparation
instructions carefully.

o Caution should be exercised during the mixing of the
two components to prevent excessive exposure to the
concentrated monomer vapors, which may produce
irritation of the respiratory tract, eyes, and possibly the
liver. Personnel wearing contact lenses should not be
near or involved in mixing this bone cement.

» Polymerization of the bone cement is an exothermic
reaction, which occurs while the cement is hardening
in situ. The released heat may damage bone or other
tissues surrounding the implant.

¢ Inadequate fixation or unanticipated postoperative
events may affect the cement-bone interface and lead to
micro motion of cement against bone surface. A fibrous
tissue layer may develop between the cement and the
bone, and loosening of the prosthesis may occur leading
to implant failure. Long-term followup is advised for all
patients on a regularly scheduled basis.

o When working with the monomer or the cement, gloves
must be worn to ensure adequate protection against the
penetration of the monomer (methyl methacrylate) into
the skin. PVP (three-layer polyethylene, ethylene-vinyl
alcohol-copolymer, polyethylene) and Viton/Butyl gloves
have proved to provide good protection over an extended
period. Putting on two pairs of gloves - one pair of
polyethylene surgical gloves over a pair of standard
latex surgical gloves has also proved to offer adequate
protection.

The use of latex or polystyrene-butadiene gloves, however,

must be avoided. Please request the confirmation of your

glove supplier whether the respective gloves are suitable for
the use of this cement.

Avoid over-pressurization of the bone cement because this

may lead to extrusion of the bone cement beyond the site

of its intended application and damage to the surrounding
tissues.

Interactions

Concurrent administration of muscle relaxants and ether
may potentize the neuromuscular blocking properties of
gentamicin. However, due to the low serum concentrations
this is unlikely to happen.

Incompatibilities

Aqueous (e.g. antibiotic-containing) solutions must not be
mixed with the bone cement, as this reduces the strength
considerably.

Dosage

The amount of bone cement required depends on the
patient's anatomy and on the implant used. One or more
complete units (the contents of one pouch and one ampule)
must always be mixed together. In practice, more than four
dose units per implantation are only rarely used. Even with
this dose only low serum levels were determined in clinical
studies.

Notes on use

Befare using PALACOS® R+G the surgeon must be
thoroughly familiar with its properties, handling and use,
and must have read the relevant literature. Because the
handling and curing charactenstics of this bone cement
vary with temperature, humidity and mixing technique, they
are best determined by the surgeon's actual experience. For
special mixing and application technigues {e.g. vacuum
mixing, vacuum application, use of a femoral cement
restrictor), the relevant instructions of these mixing and
application system must be consulted. Before using
PALACOS® R+G for the first time, a test mixing should be
carried out to become famihiar with the characteristics of
PALACOS® R+G. The protective aluminum packaging and
outer non sterile polyethylene pouch (“peel off" package)
and the ampule packaging should be opened, maintaining
sterility, by the circulating nurse. The ampule and powder
pouch are then taken out under sterile conditions and
placed on a stenle working surface. The ampule is opened
by breaking the neck and the inner pouch is cut open with
sterile scissors.

Mixing

PALACOS® R+G can be mixed by two different methods:

- Mixing without vacuum

- Mixing under vacuum after pre-chilling of the
components at 4—7 °C (39-45°F)

Mixing without vacuum

Pour the liquid into a sterile mixing bowl and add all the
powder. Stir carefully with a sterile stirring rod until a
homogeneous mass is obtained. The mixture should not
be stirred longer than 30-sec, irrespective of the room
temperature. The temperature/time diagrams must be
consulted.

Vacuum mixing

To obtain a bone cement with lower porosity the
components must be mixed under vacuum after pre-chilling
(at least 24 h at 4-7 °C [39-45°F]). This method requires

an airtight closed system and rapid generation of sufficient
vacuum {approx. 200 mbar [150 mmHg] absolute pressure)
in the mixing bowl. The stirring time for vacuum mixing is
the same as for mixing without vacuum (30 sec) — working
time and setting time are proionged by pre-chiiling. Method
of mixing is given in the instructions for the system used
and must be consulted.

Use in joint surgery

An appropriate up to date cementing technique must be
used with PALACOS® R+G to limit side effects and to
achieve a stable and long lasting anchorage of the pros-
thesis. A prerequisite for this is careful preparation of the
prosthesis site by thorough rinsing (e.g. with physiological
saline) before application of the cement. Suction drain-
age is recommended to avoid any pressure build up in the
medullary canal during implantation. Further prerequisites
for better prosthesis anchoring include filling of the entire
medullary canal with cement (using a femoral cement
restrictor), the production of a cement mantie completely
surrounding the implant (ideal thickness 3 5 mm), and bio-
mechanically optimal siting of the implant in bone.

Working procedure

After careful preparation of the medullary canal, PALACOS®
R+G can be applied manuaily or using a cement syringe
or some alternative application system. Method of
application is given in the instructions for the system
used and must be consulted. The working time and the
rate of polymerization are strongly dependent on ambient
temperature and on temperature of the components. The
hardening time is shorter at high temperatures and longer
at low temperatures. Viscosity increases as polymerization
progresses, i.e. as the cement hardens.

Manual application

The working phase starts when the paste no longer adheres
to the instruments or surgical gloves and ends when the
paste becomes rubbery/elastic with visible separation lines
while kneading. The cement and the prosthesis must be
applied within the working phase. Applying the cement after
the end of the working phase may cause an uneven and
inadequate filling of the medullary canal, thereby resulting
in possible early loosening of the implant (see graphs).

The cement and the prosthesis must be applied within

the working phase. After positioning of the implant any
movement must be avoided, to ensure the anchoring of the
prosthesis.

Application with a cement syringe

After mixing, the cement 1s poured directly into a cement
syringe. The working time depends on the ambient
temperature and the temperature of the components (see
graphs). The times may vary depending on the syringe
system used.

Application of vacuum-mixed cement

Pre-chilled vacuum-mixed cement 1s usually applied with a
syringe. Consider the graphs. The instructions of the Mixing
system used must be consulted.
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Storage
Do not store above 25 °C (77° F).

Shelf life/sterility .

The expiration date is printed on the outer carton, the
protective aluminum packaging and the inner pouch.
PALACOS® R+G must not be used after the expiration date.
The contents of unused but opened or damaged packs
must not be resterilized and are therefore to be discarded.
PALACOS® R+G is sterilized with ethyiene oxide gas and
must not be resterilized.

If the polymer powder shows a yellow discoloration, it must
not be used.

information status 08/2011

PALACOS® (s a trademark of Heraeus Kulzer GmbH.
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Heraeus

Manufacturer:

Heraeus Medical GmbH
Philipp-Reis-Strasse 8/13
61273 Wehrheim, Germany

Under license from Heraeus Kulzer GmbH, c €
Hanau, Germany. 0123
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Distributed by:

Zimmer Surgical, Inc.
200 West Ohio Avenue
Dover, Ohio 44622 U.S.A.
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Proposed Labeling

BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

16 Proposed Labeling

Confidential and Proprietary
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Proposed Labeling
BIOMET

Refobacin® Bone Cement R | Traditional 510(k)

16.1 Proposed Labeling
Draft labeling is included as follows:

e Section 16.1.1 — Proposed Instructions for Use (IFU)

e Section 16.1.2 — Proposed/Sample Labeling

The subject device Refobacin® Bone Cement R is intended for professional use only
and, as such, the devices are exempt (per 21 CFR 801 Subpart D) from providing
directions for laypersons (per 21 CFR 801.5). The draft IFUs state “Caution: Federal
law (USA) restricts this device to sale by or on the order of a physician.”

Confidential and Proprietary
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Proposed Labeling

BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

16.1.1 Proposed Instructions for Use (IFU)

Confidential and Proprietary
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Refobacin Bone Cement R
ATTENTION OPERATING SURGEON

DESCRIPTION

Refobacin Bone Cement R is a fast setting polymer containing gentamicin,
for use in bone surgery. Mixing of the two component system, consisting of a
powder and a liquid, produces a paste, which is used to anchor the prosthesis
to the bone. The hardened bone cement allows stable fixation of the prosthesis
and transfers all stresses produced in a movement to the bone via the large
interface. Insoluble zirconium dioxide is included in the cement powder as an
X ray contrast medium. The chlorophyll additive in the liquid component
serves as optical marking of the bone cement at the site of the operation.

Presentation and pack sizes

Refobacin Bone Cement R 2x20

Original pack consists of:

2 pouches of 20.4 g powder each
2 ampoules of 10 ml liquid each

Refobacin Bone Cement R 40
Original pack consists of:
1 pouch of 40.8 g powder
1 ampoule of 20 ml liquid

Refobacin Bone Cement R 2x40

Original pack consists of:

2 pouches of 40.8 g powder each
2 ampoules of 20 ml liquid each

Refobacin Bone Cement R 60
Original pack consists of:
1 pouch of 61.3 g powder
1 ampoule of 30 ml liquid

Materials
Refobacin Bone Cement R 20
1 pouch of 20.4 g powder contains:

049 gentamicin sulphate (corresponding to 0 3 g gentamicin)
16.79 poly (methyl acrylate, methyl methacrylate)
319 zirconium dioxide

029 benzoyl peroxide

1 ampoule (10 ml liquid) contains:
929 methyl methacrylate
029 N, N-dimethyl-p-toluidine

Other constituents:
In the liquid: chlorophyll VII1, hydroguinone

Refobacin Bone Cement R 40
1 pouch of 40.8 g powder contains:

08¢ gentamicin sulphate (corresponding to 0 5 g gentamicin)
33649 poly (methyl acrylate, methyl methacrylate)
6.19g zirconium dioxide

039 benzoyl peroxide

1 ampoule (20 ml liquid) contains:
1849 methyl methacrylate
049 N, N-dimethyl-p-toluidine

Other constituents:
In the liquid: chlorophyll V111, hydroguinone

Refobacin Bone Cement R 60
1 pouch of 61.3 g powder contains:

139 gentamicin sulphate (corresponding to 0.8 g gentamicin)
50.3¢g poly (methyl acrylate, methyl methacrylate)
9.2¢g zirconium dioxide

059 benzoyl peroxide

1 ampoule (30 ml liquid) contains:
27649 methyl methacrylate
064¢g N, N-dimethyl-p-toluidine

Other constituents:
In the liquid: chlorophyll VIII, hydroquinone

INDICATIONS

Refobacin Bone Cement R is indicated for use as bone cement in
arthroplasty procedures of the hip, knee, and other joints to fix plastic and
metal prosthetic parts to living bone when reconstruction is necessary because
of revision of previous arthroplasty procedures due to joint infection. The
cement is indicated for use in the second stage of a two stage revision for total
joint arthroplasty after the initial infection has been cleared.

CONTRAINDICATIONS

Refobacin Bone Cement R must not be used in the presence of active or

incompletely treated infection of the joint or joints to be replaced.

Refobacin Bone Cement R must not be used during pregnancy or the nursing

period. The safety of the bone cement in pregnant women or in children has

not been established. Bone cement may adversely affect bone growth and fetal

health.

Refobacin Bone Cement R must not be used in cases of known

hypersensitivity to gentamicin or other constituents of bone cement. A history

of hypersensitivity of serious toxic reactions to other aminoglycosides may

contraindicate the use of gentamicin because of known cross-sensitivity of

patients to drugs in this class.

Relative contraindications include:

(1) an uncooperative patient or a patient with neurologic disorders who is
incapable of following directions,

(2) metabolic disorders which may impair bone formation,

(3) osteomalacia,

(4) distant foci of infections which may spread to the implant site,

(5) rapid joint destruction, marked bone loss or bone resorption, vascular
insufficiency, muscular atrophy, neuromuscular disease

(6) hypotension

(7) congestive heart failure

(8) renal impairment.

WARNINGS

Adulteration of this bone cement may negatively affect performance
characteristics.

Refobacin Bone Cement R is considered most unlikely to cause gentamicin
overdosage, since only low (< 1 pg/ml) and short-lived serum concentrations
are obtained during the first few postoperative hours from the high local
gentamicin concentrations. (Wahlig et al.: Pharmacokinetic study of
Gentamicin-loaded cement in total hip replacements. Comparative effects of
varying dosage. J. Bone Joint Surg. 66-B: 175-179).

Since the concentration of gentamicin may reach the nerve and the kidney,
ototoxic and nephrotoxic reaction may happen following the use of Refobacin
Bone Cement R.

Monitor patients carefully for any change in blood pressure during and
immediately following the application of bone cement. Adverse patient
reactions affecting the cardiovascular system have been associated with the
use of bone cements. Hypotensive reactions have occurred between 10 and
165 seconds following application of bone cement; they have lasted from 30
second to 5 or more minutes. Some have progressed to cardiac arrest. Patients
should be monitored carefully for any change in blood pressure during and
immediately following the application of bone cement.



Cardiovascular and respiratory side effects (e.g. hypotension, pulmonary
embolism, and cardiac arrest) known as bone cement implantation syndrome
(BCIS) are mainly caused by infiltration of bone marrow constituents into the
venous vascular system. The site of the prosthesis should therefore be
meticulously irrigated and dried. In the presence of pulmocardio-vascular
disturbances, the patient should be monitored closely and anaesthesiological
measures may be required, e.g. in the event of acute respiratory failure. In
high-risk patients, for example those sustaining hip fractures, care should be
taken not to over-pressurize the cement and to insert the prosthesis slowly.

Using Refobacin Bone Cement R under conditions other than the indicated
use is unlikely to provide benefit to the patient and increases the risk of
development of drug-resistant bacteria.

Follow the handling and mixing instructions carefully.
= Caution should be exercised during the mixing of the two components to
prevent excessive exposure to the concentrated monomer vapors, which
may produce irritation of the respiratory tract, eyes, general feeling of ill
health such as nausea and headache and possibly irritation of the liver.
Such symptoms can be minimized through adequate ventilation or by
using a closed mixing system. Personnel wearing contact lenses should
not be near or involved in mixing this bone cement.
= Polymerization of the bone cement is an exothermic reaction, which
occurs while the cement is hardening in situ. The released heat may
damage bone or other tissues surrounding the implant.
= Inadequate fixation or unanticipated postoperative event may affect the
cement-bone interface and lead to micro motion of cement against the
bone surface. A fibrous tissue layer may develop between the cement
and the bone, and loosening of the prosthesis may occur leading to
implant failure. Long-term follow-up is advised for all patients on a
regularly scheduled basis.
Do not allow the liquid component to contact rubber or latex gloves. The
liquid component is a powerful lipid solvent. Should contact occur, the gloves
may dissolve and tissue damage may occur. Wearing a second pair of gloves
and strict adherence to the mixing instructions may diminish the possibility of
hypersensitivity reactions. The mixed bone cement should not make contact
with the gloved hand until the cement has acquired the consistency of dough.
This usually occurs between one and two minutes after the liquid and powder
components are mixed.

Avoid over-pressurization of the bone cement because this may lead to
extrusion of the bone cement beyond the site of its intended application and
damage the surrounding tissues. In addition, over-pressurization of the bone
cement should be avoided during the insertion of the bone cement and implant
in order to minimize the occurrence of pulmonary embolism and BCIS.

PRECAUTIONS

Do not use this product after the expiration date printed on the package. This
device may not be safe or effective beyond its expiration date.

Follow the handling and mixing instructions to avoid contact dermatitis. Strict
adherence to the instructions for mixing the powder and liquid components
may reduce the incidence of this complication.

Adequately ventilate the operating room to eliminate as much monomer vapor
as possible. The liquid monomer is highly volatile and flalmmable. Ignition of
monomer fumes caused by use of electrocautery devices in surgical sites near
freshly implanted bone cements has been reported. It has been recommended
by manufacturers of soft contact lenses that such lenses should be removed “in
the presence of noxious and irritating vapors”. Since soft contact lenses are
quite permeable, they should not be worn in an operating room where methyl
methacrylate is being mixed.

Dispose of the polymer component in an authorized waste facility. The liquid
component should be evaporated under a well-ventilated hood or absorbed by
an inert material and transferred in a suitable container for disposal.

Monitoring:

(1) patients receiving gentamicin should be periodically monitored with peak
and trough levels of the antibiotic, serum electrolytes, serum renal
function, urinalysis, and audiograms (in the elderly and/or dehydrated
patient in whom there is a higher risk of adverse events associated with
gentamicin use).

(2) Use of gentamicin should be avoided in the following situations:

(a) concurrent/sequential use of other neurotoxic/nephrotoxic antibiotics;
(b) other aminoglycosides:

(c) cephaloridine;

(d) viomycin;

(e) polymixin B;
(f) colistin;

(g) displatin; and
(h) vancomycin.

Interactions

Concurrent administration of muscle relaxants and ether may potentiate the
neuromuscular blocking properties of gentamicin. However, due to the low
serum concentrations this is unlikely to happen.

Incompatibilities
Aqueous (e.g. antibiotic containing) solutions must not be mixed with the
bone cement, as this reduces the strength.

POSSIBLE ADVERSE EFFECTS

The constituents of bone cement in Refobacin Bone Cement R may lead to

local irritations or hypersensitivity reactions in isolated cases.

Application of gentamicin may, in principle, trigger the typical adverse

reactions of this antibiotic:

Neurotoxicity

(1) manifested as both auditory and vestibular ototoxicity, including
irreversible hearing loss;

(2) numbness;

(3) skin tingling;

(4) muscle twitching; and

(5) convulsions.

Nephrotoxicity

(1) usually in patients with pre-existing renal damage; and

(2) also in patients with normal renal function to whom aminoglycosides are

administered for longer periods or in higher doses than recommended, the

symptoms of which may manifest after cessation of therapy.

Serious adverse events, some with fatal outcome, associated with the use of
acrylic bone cements include myocardial infarction, cardiac arrest,
cerebrovascular accident, and pulmonary embolism. The most frequent
adverse reactions reported with acrylic bone cements are a transitory fall in
blood pressure, thrombophlebitis, hemorrhage and hematoma, loosening or
displacement of the prosthesis, superficial or deep wound infection,
trochanteric bursitis, and short-term cardiac conduction irregularities. Other
reported adverse reactions include heterotopic new bone formation and
trochanteric separation.

Other reported adverse events for acrylic bone cements include pyrexia due to
an allergy to the bone cement, hematuria, dysuria, bladder fistula, delayed
sciatic nerve entrapment due to extrusion of the bone cement beyond the
region of its intended application, and adhesion and stricture of the ileum due
to the heat released during polymerization.

DISCLAIMER
It has not been clinically proven that the antibiotic effect of the drug
gentamicin holds for the gentamicin-loaded bone cement.

Dosage

The amount of bone cement required depends on the patient’s anatomy and on
the implant used. One or more complete units (the contents of one pouch and
one ampoule) must always be mixed together. In practice, more than four dose
units per implantation are only rarely used. Even with this dose only low
serum levels were determined in clinical studies.

Notes on use

Before using Refobacin Bone Cement R the surgeon should, by specific
training and experience, be thoroughly familiar with the properties, handling
characteristics, and application of bone cements. Because the handling and
curing characteristics of this bone cement vary with temperature, humidity,
and mixing technique, they are best determined by the surgeon's actual
experience. Before using Refobacin Bone Cement R for the first time, a test-
mixing should be carried out to become familiar with the characteristics of
Refobacin Bone Cement R.

For special mixing and application techniques (e.g. vacuum mixing, vacuum
application, use of a femoral cement restrictor), the relevant instructions of
these mixing and application systems must be consulted.

The protective aluminum packaging and outer non-sterile polyethylene pouch
(“peel-off” package) and the ampoule packaging should be opened,
maintaining sterility, by the circulating nurse. The ampoule and powder pouch
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are then taken out under sterile conditions and placed on a sterile working
surface. The ampoule is opened by breaking the neck and the inner pouch is
cut open with sterile scissors.

Mixing
Refobacin Bone Cement R can be mixed by three different methods:
- Mixing without vacuum
- Mixing under vacuum
- Mixing under vacuum after pre-chilling of the components at 4 C
(395

Mixing without vacuum

Pour the liquid into a sterile mixing bowl and add all the powder. Stir
carefully with a sterile stirming rod until a homogeneous mass 1s obtained. The
mixture should not be stirred longer than 30 sec, irrespective of the room

temperature. The temperature/time diagrams must be consulted (Figs 1 and 4).

Vacuum mixing

To obtain bone cement with lower porosity the use of a vacuum mixing
system 1s recommended. This method requires an airtight closed system and
rapid generation of sufficient vacuum (approx. 200 mbar [150 mmHg]
absolute pressure) in the mixing bowl. The stirring time for vacuum mixing is
the same as for mixing without vacuum (30 sec) (Figs 2 and 5). Method of
mixing is given in the instructions for the system used and must be consulted.

Vacuum mixing after pre-chilling

Pre-chilling of the cement components leads to reduction of viscosity thus
making mixing more convenient. To obtain optimal results concerning
porosity pre-chilling of the cement components at 4 C [39 F]) for at least 24
hours is recommended. Mixing time is the same as for non-pre-chilled
cement, however working time and setting time are prolonged

‘Working procedure

After careful preparation of the surgical site, Refobacin Bone Cement R can
be applied manually or using a cement syringe or some alternative application
system. Method of application is given in the instructions for the system used
and must be consulted. The working time and the rate of polymerization are
strongly dependent on ambient temperature and on temperature of the
components. The hardening time 1is shorter at high temperatures and longer at
low temperatures. Viscosity increases as polymerization progresses, 1.¢€. as the
cement hardens.

Manual Application

The working phase starts when the paste no longer adheres to the instruments
or surgical gloves and ends when the paste becomes rubbery/elastic with
visible separation lines while kneading. The cement and the prosthesis must
be applied within the working phase.

Applying the cement after the end of the working phase may cause uneven
and/or imnadequate cement-bone bonding, thereby resulting in possible early
loosening of the implant (see graphs). Depending on the ambient temperature
and the temperature of the components, the following schedule applies (Fig.
1). Fig. 4 shows the processing times as a function of temperature. After
positioning of the implant any movement must be avoided, to ensure the
anchoring of the prosthesis.

Application with a cement syringe

After mixing, the cement 1s poured directly into a cement syringe. The
working time depends on the ambient temperature and the temperature of the
components (see graphs). The times may vary depending on the syringe
system used.

Application of vacuum-mixed cement

Vacuum-mixed cement is usually applied with a syringe. Depending on the
ambient temperature, and whether the cement has been pre-chilled or not, the
following schedules apply: Fig 2 & 5, 3 & 6 respectively. The instructions of
the mixing system used must be consulted.

Storage
Do not store above 25 C (77 F).

SHELF LIFE/STERILITY
The expiration date 1s printed on the outer carton, on the protective aluminum
packaging and on the inner pouch. Refobacin Bone Cement R must not be

used after the expiration date. The contents of unused but opened or damaged
packs must not be resterilized and are therefore to be discarded.

This product is for single use only and has not been designed or tested for re-
use. Do not attempt to clean or re-sterilize the product due to the risk of cross
infection and/or possible alterations in the product performance.

The powder component of Refobacin Bone Cement R is stenlized with
ethylene oxide gas. If the polymer powder shows a yellow discoloration, it
must not be used. The liquid component of Refobacin Bone Cement R i1s
stenilized by sterile filtration and aseptically filled. The exterior of the glass
ampoule containing the liquid component is sterilized by ethylene oxide.

R

REFOBACIN BONE CEMENT R IN THE MAGNETIC RESONANCE
(MR) ENVIRONMENT

None of the components of Refobacin Bone Cement R include conductive,
metallic, or magnetic materials. Therefore, in accordance with the defimtion
stated in ASTM-F2503, Standard Practice for Marking Devices and Other
Items for Safety in the Magnetic Resonance Environment, Refobacin Bone
Cement R is classified as “MR Safe”- an item that poses no known hazards in
any MR Environment.

CAUTION: Federal law (USA) restricts this device to sale by or on the order
of a physician.

Comments regarding the use of this device can be directed to Attn:
Regulatory Affairs, Biomet, Inc., P.O. Box 587, Warsaw, IN 46581 USA,
Fax: 574-372-3968.

Refobacin 1s a trademark owned and licensed from Merck KGaA.

All trademarks herein are the property of Biomet, Inc. or its subsidianies
unless otherwise indicated.

CE Mark on the package insert (IFU) is not valid unless there is a CE
Mark on the product (description) label.

Fig. 1

Mixing at ambient temperature 0'30” 030" 030"
Start of application phase 1'50” 1'30" 115"
End of application phase 5307 500" 4'30”
Hardening 11'30” 10'15” 900"
Fig. 2

Mixing under vacuum at ambient a0 a0y 20
temperature 030 0'30 030
Start of application phase 150" 1'30” 115
End of application phase 4'50” 4'15” 350"
Hardening 11°00” 9'30” 820”
Fig. 3

Mixing under vacuum after pre-chilling 20 20 20y
at4 C (39F) 030 030 030

Start of application phase 415" 4'00” 345"
End of application phase 9'40” 820" 720"
Hardening 16°00” 13'45” 12'00”
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Fig. 4

Manual appication of REFOBACIN BONE CEMENT R
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Applcation of non-prechiled REFOBACIN BONE CEMENT R mixed under vacuum
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Fig. 6

(4°C) REFOBACIN BONE CEMENT R mixed under vacuum
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OPTIPAC Refobacin Bone Cement R
ATTENTION OPERATING SURGEON

DESCRIPTION

Optipac is a mixing and application system pre-packed with Refobacin Bone
Cement R. Refobacin Bone Cement R is a fast setting polymer containing
gentamicin, for use in bone surgery. Mixing of the two component system,
consisting of a powder and a liquid, produces a paste, which is used to anchor
the prosthesis to the bone. The hardened bone cement allows stable fixation of
the prosthesis and transfers all stresses produced in a movement to the bone
via the large interface. Insoluble zirconium dioxide is included in the cement
powder as an X ray contrast medium. The chlorophyll additive in the liquid
component serves as optical marking of the bone cement at the site of the
operation. The closed system minimizes the amount of free monomer in the
operating room. The application method reduces direct contact with the bone
cement. The components are packed in an inner blister pack, with the bottom
of the tray serving as the working area. The blister pack is packed in a
polyethylene-Tyvek pouch.

Composition of the system:

The Optipac System comes pre-packed with rapid curing and radiopaque bone
cement. Itisavailable in different sizes: 40, 60 and 80, Hip Set (40 & 80) and
Optipac Knee Refobacin Bone Cement R.

Optipac Contains:

1 sterile blister pack containing the following:

e 1 mixing system pre-packed with polymer powder and monomer liquid
1 mixing rod

1 breakaway cement nozzle (not included in the Knee version)

1 knee nozzle breakable (only included in the knee and 40 versions)

1 vacuum line with sterile filter

1 femoral pressurizer (only included in the 60 and 80 versions)

Composition:
Optipac Knee Refobacin Bone Cement R
Powder 25.2g

0.59 gentamicin sulphate (corresponding to 0.3g gentamicin)
20.79 poly (methyl acrylate, methyl methacrylate)

3.89 zirconium dioxide

0.2g9 benzoyl peroxide

Liquid 12.4 ml

11.4g methyl methacrylate

0.2g9 N, N-dimethyl-p-toluidine

Other constituents:
Chlorophyll VIII, hydroguinone

Optipac Refobacin Bone Cement R 40

Powder 40.8 g

08¢ gentamicin sulphate (corresponding to 0.5 g gentamicin)
33649 poly (methyl acrylate, methyl methacrylate)

6.19g zirconium dioxide

0.3g benzoyl peroxide

Liquid 20ml
18449 methyl methacrylate

049 N, N-dimethyl-p-toluidine
Other constituents:
Chlorophyll VIII, hydrogquinone

Optipac Refobacin Bone Cement R 60

Powder 61.3 g

139 gentamicin sulphate (corresponding to 0.8 g gentamicin)
50.3g poly (methyl acrylate, methyl methacrylate)

9.2¢ zirconium dioxide

05¢g benzoyl peroxide

Liquid 30 ml (2x15 ml)

27649 methyl methacrylate

0649 N, N-dimethyl-p-toluidine
Other constituents:

Chlorophyll V111, hydroquinone

Optipac Refobacin Bone Cement R 80

Powder 81.6 g
169 gentamicin sulphate (corresponding to 1.0 g gentamicin)
67.2¢9 poly (methyl acrylate, methyl methacrylate)

1229 zirconium dioxide
0649 benzoyl peroxide

Liquid 40ml (2x20 ml)

36.8¢g methyl methacrylate

08¢ N, N-dimethyl-p-toluidine
Other constituents:

Chlorophyll V111, hydroquinone

In addition needed:
e  Optigun Cement Gun or Optigun Cement Gun-Ratchet
e Vacuum Pump

INDICATIONS

Refobacin Bone Cement R is indicated for use as bone cement in
arthroplasty procedures of the hip, knee, and other joints to fix plastic and
metal prosthetic parts to living bone when reconstruction is necessary because
of revision of previous arthroplasty procedures due to joint infection. The
cement is indicated for use in the second stage of a two stage revision for total
joint arthroplasty after the initial infection has been cleared.

CONTRAINDICATIONS

Refobacin Bone Cement R must not be used in the presence of active or

incompletely treated infection of the joint or joints to be replaced.

Refobacin Bone Cement R must not be used during pregnancy or the nursing

period. The safety of the bone cement in pregnant women or in children has

not been established. Bone cement may adversely affect bone growth and fetal

health.

Refobacin Bone Cement R must not be used in cases of known

hypersensitivity to gentamicin or other constituents of bone cement. A history

of hypersensitivity of serious toxic reactions to other aminoglycosides may

contraindicate the use of gentamicin because of known cross-sensitivity of

patients to drugs in this class.

Relative contraindications include:

(1) an uncooperative patient or a patient with neurologic disorders who is
incapable of following directions,

(2) metabolic disorders which may impair bone formation,

(3) osteomalacia,

(4) distant foci of infections which may spread to the implant site,

(5) rapid joint destruction, marked bone loss or bone resorption, vascular
insufficiency, muscular atrophy, neuromuscular disease

(6) hypotension

(7) congestive heart failure

(8) renal impairment.

WARNINGS

Refobacin Bone Cement R is considered most unlikely to cause gentamicin
overdosage, since only low (< 1 pg/ml) and short-lived serum concentrations
are obtained during the first few postoperative hours from the high local
gentamicin concentrations. (Wahlig et al.: Pharmacokinetic study of
Gentamicin-loaded cement in total hip replacements. Comparative effects of
varying dosage. J. Bone Joint Surg. 66-B: 175-179).
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Please note: the system has to be discarded if one of the pouches is not
penetrated. Optipac components should be disposed after use and never
reused. Never attempt to re-sterilize used components.

Since the concentration of gentamicin may reach the nerve and the kidney,
ototoxic and nephrotoxic reaction may happen following the use of Refobacin
Bone Cement R.

Monitor patients carefully for any change in blood pressure during and
immediately following the application of bone cement. Adverse patient
reactions affecting the cardiovascular system have been associated with the
use of bone cements. Hypotensive reactions have occurred between 10 and
165 seconds following application of bone cement; they have lasted from 30
second to 5 or more minutes. Some have progressed to cardiac arrest. Patients
should be monitored carefully for any change in blood pressure during and
immediately following the application of bone cement.

Cardiovascular and respiratory side effects (e.g. hypotension, pulmonary
embolism, and cardiac arrest) known as bone cement implantation syndrome
(BCIS) are mainly caused by infiltration of bone marrow constituents into the
venous vascular system. The site of the prosthesis should therefore be
meticulously irrigated and dried. In the presence of pulmocardio-vascular
disturbances, the patient should be monitored closely and anaesthesiological
measures may be required, e.g. in the event of acute respiratory failure. In
high-risk patients, for example those sustaining hip fractures, care should be
taken not to over-pressurize the cement and to insert the prosthesis slowly.

Using Refobacin Bone Cement R under conditions other than the indicated

use is unlikely to provide benefit to the patient and increases the risk of

development of drug-resistant bacteria. Follow the handling, mixing

instructions carefully.

= Methyl Methacrylate is a volatile flammable liquid. Caution should be
exercised during the mixing of the two components to prevent excessive
exposure to the concentrated monomer vapors, which may produce
irritation of the respiratory tract, eyes, general feeling of ill health such as
nausea and headache and possibly irritation of the liver. Such symptoms
can be minimized through adequate ventilation or by using a closed
mixing system. Personnel wearing contact lenses should not be near or
involved in mixing this bone cement.

= Polymerization of the bone cement is an exothermic reaction, which
occurs while the cement is hardening in situ. The released heat may
damage bone or other tissues surrounding the implant.

= Inadequate fixation or unanticipated postoperative event may affect the
cement-bone interface and lead to micro motion of cement against the
bone surface. A fibrous tissue layer may develop between the cement and
the bone, and loosening of the prosthesis may occur leading to implant
failure. Long-term follow-up is advised for all patients on a regularly
scheduled basis.

Do not allow the liquid component to contact rubber or latex gloves. The

liquid component is a powerful lipid solvent. Should contact occur, the gloves

may dissolve and tissue damage may occur. Wearing a second pair of gloves

and strict adherence to the mixing instructions may diminish the possibility of

hypersensitivity reactions. The mixed bone cement should not make contact

with the gloved hand until the cement has acquired the consistency of dough.

This usually occurs between one and two minutes after the liquid and powder

components are mixed.

Avoid over-pressurization of the bone cement because this may lead to
extrusion of the bone cement beyond the site of its intended application and
damage the surrounding tissues. . Inaddition, over-pressurization of the bone
cement should be avoided during the insertion of the bone cement and implant
in order to minimize the occurrence of pulmonary embolism and BCIS.

PRECAUTIONS

Do not use this product after the expiration date printed on the package. This
device may not be safe or effective beyond its expiration date.

Follow the handling and mixing instructions to avoid contact dermatitis. Strict
adherence to the instructions for mixing the powder and liquid components
may reduce the incidence of this complication.

Adequately ventilate the operating room to eliminate as much monomer vapor
as possible. The liquid monomer is highly volatile and flammable. Ignition of
monomer fumes caused by use of electrocautery devices in surgical sites near
freshly implanted bone cements has been reported. It has been recommended
by manufacturers of soft contact lenses that such lenses should be removed “in
the presence of noxious and irritating vapors”. Since soft contact lenses are

quite permeable, they should not be worn in an operating room where methyl
methacrylate is being mixed.

Dispose of the polymer component in an authorized waste facility. The liquid
component should be evaporated under a well-ventilated hood or absorbed by
an inert material and transferred in a suitable container for disposal.

Monitoring:

(1) patients receiving gentamicin should be periodically monitored with peak
and trough levels of the antibiotic, serum electrolytes, serum renal
function, urinalysis, and audiograms (in the elderly and/or dehydrated
patient in whom there is a higher risk of adverse events associated with
gentamicin use).

(2) Use of gentamicin should be avoided in the following situations:

(a) concurrent/sequential use of other neurotoxic/nephrotoxic antibiotics;
(b) other aminoglycosides:

(c) cephaloridine;

(d) viomycin;

(e) polymixin B;

(f) colistin;

(g) displatin; and

(h) vancomycin.

Interactions

Concurrent administration of muscle relaxants and ether may potentiate the
neuromuscular blocking properties of gentamicin. However, due to the low
serum concentrations this is unlikely to happen.

Incompatibilities
Aqueous (e.g. antibiotic containing) solutions must not be mixed with the
bone cement, as this reduces the strength.

POSSIBLE ADVERSE EFFECTS

The constituents of bone cement in Refobacin Bone Cement R may lead to

local irritations or hypersensitivity reactions in isolated cases.

Application of gentamicin may, in principle, trigger the typical adverse

reactions of this antibiotic:

Neurotoxicity

(1) manifested as both auditory and vestibular ototoxicity, including
irreversible hearing loss;

(2) numbness;

(3) skin tingling;

(4) muscle twitching; and

(5) convulsions.

Nephrotoxicity

(1) usually in patients with pre-existing renal damage; and

(2) also in patients with normal renal function to whom aminoglycosides are

administered for longer periods or in higher doses than recommended, the

symptoms of which may manifest after cessation of therapy.

Serious adverse events, some with fatal outcome, associated with the use of
acrylic bone cements include myocardial infarction, cardiac arrest,
cerebrovascular accident, and pulmonary embolism. The most frequent
adverse reactions reported with acrylic bone cements are a transitory fall in
blood pressure, thrombophlebitis, hemorrhage and hematoma, loosening or
displacement of the prosthesis, superficial or deep wound infection,
trochanteric bursitis, and short-term cardiac conduction irregularities. Other
reported adverse reactions include heterotopic new bone formation and
trochanteric separation.

Other reported adverse events for acrylic bone cements include pyrexia due to
an allergy to the bone cement, hematuria, dysuria, bladder fistula, delayed
sciatic nerve entrapment due to extrusion of the bone cement beyond the
region of its intended application, and adhesion and stricture of the ileum due
to the heat released during polymerization.

DISCLAIMER
It has not been clinically proven that the antibiotic effect of the drug
gentamicin holds for the gentamicin-loaded bone cement.

Dosage

The amount of bone cement required depends on the patient’s anatomy and on
the implant used. The Optipac system is available with 25.2g, 40.8g, 61.3g,
and 81.6g cement powder.
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Notes on use

Before using the Optipac System with Refobacin Bone Cement R the
surgeon should, by specific training and experience, be thoroughly familiar
with the properties, handling characteristics, and application of bone cements.
Because the handling and curing characteristics of this bone cement vary with
temperature, humidity, and mixing technique, they are best determined by the
surgeon's actual experience. Before using the Optipac System for the first
time, a test-mixing should be carried out to become familiar with the
characteristics of the system. It is recommended to use the Optipac System
without pre-chilling the system (see Fig. 1). Ifa longer handling and setting
time is desired, the Optipac system can be pre-chilled (see Fig.2)

Mixing Options
- After storage of components at ambient tem (see Fig. 1)
- After storage of componentsat4 C (39 F)

Mixing
See operating instructions on page 4.

Note: Maintain sterility at all times.
Do not squeeze the monomer pouches

Circulating Nurse:
1.  Open the outer carton.
2. Open the non-sterile breather bag.

Operating nurse:

3. Take out the sterile blister pack with the products and place it on
the sterile bench top.

Remove the Tyvek lid.

Place the products on the sterile bench top.

Remove the blue transport lid from the cylinder.

Screw on the mixing rod and tighten firmly.

Have the circulating nurse attach the end of the vacuum line with

the sterile filter to the vacuum pump. Attach the other end of the

vacuum line to the vacuum connection on the top of the cylinder.

Fasten the line to the table with adhesive tape (optional).

9.  The pump should be attached to an air or
nitrogen source with pressure between 5 and
9 bar (70-130 psi).

10. Start the vacuum pump by using the foot
switch and evacuate for a minimum of
15 seconds.

11. Dry mix the bone cement by moving the mixing rod all the way up
and down in the cylinder two times, rotating the mixing rod at the
same time.

12. Remove the safety spacer from the blue monomer holders.

13. Push the blue monomer holders towards the middle of the cylinder
with a two hand grip. Start the clock.

14. Mix for 30 seconds. Mix by moving the mixing rod all the way up
and down; rotating at the same time. Fully extract the mixing rod
when mixing is completed.

15. Finish by twisting the mixing rod in the fully extracted position.

16. Place the cylinder on the releasing knobs in the tray. Twist the
cylinder a quarter turn clockwise. The plunger will move up,
collecting the cement under vacuum to the top of the cylinder.

17.  Stop the vacuum pump. Unscrew and discard the empty bottom
cylinder.

NOTE: Make sure that the plunger has moved
all the way up and has passed the bottom cylinder before
unscrewing the bottom cylinder.

18. Snap off the mixing rod with a firm, quick
movement by holding the thumb on the
cylinder top (see operating instructions for
correct hand grip). Save the mixing rod for later use (optional).

19. Remove the vacuum line.

20. Unscrew the blue plug.

21. Attach the nozzle. Please note that it is a breakaway cement
nozzle. If a short nozzle is needed, break it off at the circular mark.

22. Position the cylinder in the cement gun with the cement nozzle
positioned at 12 o’clock. Release the cement gun plunger and push
it forward. Start cement delivery once the cement reaches the
desired viscosity (see Figs 1& 3, for prechilled cement see Figs 2
&4).

© N oA

23. If additional cement is needed, use the mixing rod to extract the
remaining cement from the nozzle.

Working procedure

After careful preparation of the surgical site, apply Refobacin Bone Cement
R with the Optipac system. The working time and the rate of polymerization
are strongly dependent on ambient temperature and on temperature of the
components. The hardening time is shorter at high temperatures and longer at
low temperatures. Viscosity increases as polymerization progresses, i.e. as the
cement hardens.

Application Options
a)  After storage of components at ambient temperature (see Figs.1
and 3)
b)  After storage of components at 4'C (39°F) (See Figs. 2 and 4)

Application

The cement and the prosthesis must be applied during the working phase.
Applying the cement after the end of the working phase may cause uneven
and/or inadequate cement-bone bonding, thereby resulting in possible early
loosening of the implant. Depending on ambient temperature and
temperature of the components, the following schedule applies: fig. 3 & 4
shows the processing times as a function of temperature. After positioning the
implant, avoid movement to ensure anchoring of the prosthesis.

Storage
Do not store above 25 C (77 F).

SHELF LIFE/STERILITY

The expiration date is printed on labels placed on the outer carton and on the
Tyvek-pouch. Optipac System must not be used after the expiration date.
Once removed from the Tyvek-pouch, the system cannot be re-sterilized and
must be discarded.

Reuse is unsafe because of:

Cross-infection

Inability to clean and decontaminate
Material alteration

Mechanical failure

The Optipac System is sterilized with ethylene oxide gas and must not be
resterilized. The monomer is filled into the pouches by sterile filtration. If the
polymer powder shows a yellow discoloration, it must not be used.

MR

REFOBACIN BONE CEMENT R IN THE MAGNETIC RESONANCE
(MR) ENVIRONMENT

None of the components of Refobacin Bone Cement R include conductive,
metallic, or magnetic materials. Therefore, in accordance with the definition
stated in ASTM-F2503, Standard Practice for Marking Devices and Other
Items for Safety in the Magnetic Resonance Environment, Refobacin Bone
Cement R is classified as “MR Safe”- an item that poses no known hazards in
any MR Environment.

CAUTION: Federal law (USA) restricts this device to sale by or on the order
of a physician.

Comments regarding the use of this device can be directed to Attn:
Regulatory Affairs, Biomet, Inc., P.O. Box 587, Warsaw, IN 46581 USA,
Fax: 574-372-3968.

Refobacin is a trademark owned and licensed from Merck KGaA.
Tyvek is a trademark of E.I. Dupont de Nemours and Company.

All trademarks herein are the property of Biomet, Inc. or its subsidiaries
unless otherwise indicated.

CE Mark on the package insert (IFU) is not valid unless there is a CE
Mark on the product (description) label.
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Fig. 1

Symbol Legend

Mixing under vacuum at ambient 1y 20 0
temperature 030 030 030
Start of application phase 145" 130" 115"
End of application phase 445" 415 345"
Hardening 11°00” 930" 815"
Fig. 2
Mixing under vacuum after pre-chilling iy a0 e
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Hardening 17'00” 15°00” 13'15”
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Proposed Labeling

BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

16.1.2 Proposed/Sample Labeling

Confidential and Proprietary
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Patient Label
Attach to patient's record

5003920002 Refobacin Bone Cement
R 20x2US
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Patien Label

Attach to patient's record
REF| 5710500394 OPTIPAC 40 REFOBACIN
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(17) 160731 (10) T123456789

Manufactured by: Distributed By: d 201 8_07
BIOMET France BIOMET ORTHOPEDICS

Plateau de Lautagne 56 EAST BELL DRIVE

26000 Valence P.O. BOX 587 g 2020-02
FRANCE WARSAW, IN 46581 USA

Outer label
5710500394

Optipac 40 Refobacin
Bone CementR

T123456789
2 2016-07

]
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=

(21) 0 3599870 191228 7

[17] 160731 {10} TIZA456TED

REF : 5710500394

US Additional label

5710500394
T123456789
Use By: YYYY-MM.DD .
2020-12-31
Reuse - CONSULT
Sterized Using
o~ - Pins i o —
Do Mot 0O NOT USE
Resterilize lF PACK
DAMAGED

ul

Mfg'r

Manufactured by:
BIOMET France
Plateau de Lautagne
26000 Valence
FRANCE

Distributed by:
BIOMET ORTHOPEDICS

56 EAST BELL DRIVE
P.O. BOX 587
WARSAW, IN 46581 USA
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Refobacin® Bone Cement R 2x 20 Refobacin® Bone Cement R 2x 20
Schnellhirie nder Kunststoff fir die Moteria plastica a presa rapida per
! rgie- Rontgenpositiv -lnqh—u Radic-opace
2 Beutelzu je 20,4 g Puber m.mnanm“.pum cisscuna
2 Ampullenzu je 10 m| Flssigheit 2ampoleda 10 midiliquido cisscuna
Zusamme;
&h" Compesizione

. Polvere: (203
;.6‘.7 %mmwmqu 114‘.7:?1 = rilato, metilmetacrilato)

ossidozircorio

u:us:wpmi O,Z:hmnilpmlid:

,2 g Methyimethacrylat 9.1 ;n-tlnmn
O.Zw.wmwmm Chlorophy VIl 0,2 g N, Ndimetik-p-toluidina, clorofila VIl
Nicht nachsteriisieren! Non resterilizared
Nicht iber 26° Clagem c
Refobacin® Bone Cement R 2x 20 El Refobacin® Bone Cement R 2x 20 IE]

Radi disk - rimtgentitt
o - e - e
sac e de 204 5 rinne 5 a
2 sachets de poudre de 20,4 gchscun 2 pésarinnehillancs 20,4 g pubrer varde
2 ampoule s de liquide de 10 ml chacune 2ampuleri @
Formule unitaire ing
‘I:-‘uﬁ- :‘nl . N
oty ey

&1 ;niaydu dezirconium 3 31 gairkoniumdiacid

0,2 g Peraxyde de bereoyle ‘?,Zghrlqlpm:d
9,2 g Méthacrylate de méthyle 9,2gmetyimetakiylat -
0,2 gN,N-ciméthyHp-toluidine, Chicrophylle VIl 0,2 g N, Ndimetyhp-toluidin, klorofyllVIll o
Ne pas re stériliser! Fére] omateriliseras
Température madmale de stockage 25° C Forvaras ej over 25° C
Refobacin® Bone Cement R 2x 20 El Refobacin® Bone Cement R 2x 20 E
Cemento quirGrgice deendurecimiento
répido- Radiopaco chirurgie

e Inhoud:

2 sobres con 20,4 gde polvo cada uno 2zakjes metek 20,4 g poeder
2 ampolias con 10 mide liquido cada una 2ampulen metelk 10 miviosistaf
Composicién Samenatelling
Polva: Posden
04 » 3 0 »

de gentamicina) 038 0,3 ggentamicine)
16,7 g polimetilacriatn, metilmetacr lato) 16,7 g poly [methylacrylaat methyimethacrylant)
3,1 gdiéuido de circonio 3,1 gzirconiumdiaxide
0,2 g pertaidode berzoilo uglmtoﬁpuuldu
9,2||r:ﬁ|n-hailnn 9 Zgn.ﬂylm rylaat
0,2 gN,N-cimetikp-toluicina, clorcfila VIll u;KNd‘mmllﬂ-rhludn-. chlorofyl VIl
iNoreesterilzard Niet hersteriliserand

25°C Niet bowen 25° Cbewaren

Biomat Orthopasdios Switzerland GmbH
Riedstrases
CH BOS3 Distiken, Switearland

www biomat oom

Refobacin®
Bone CementR

2x20

GENTAMICIN

Refobacin® Bone CementR

2x2

Al
)

[stenie[eo] [sTerie[a] [1i] ) [§

Rapid curing synthetic resin for bone surgery containing gentamicin- Radiopaque
Schnellhirtender Kunststofffirdie Knochenchirurgie mit Gentamicin - Rontge npositiv

S
S
=
:
i
T

REF7203000922

Refobacin®
Bone Cement R

2x20

Contents:

2 sachets containing 20.4 g powdereach
2ampoules containing 10 mi liquide ach
Compositior:

Powder:

1 sachet contains:

Q4g  gentamion sulphate

1675 poly(methyl soryate,
iyl methocrylate)

a1g  zirconium dixxde
025  bereoyl peraxide

Liquid:
9.2g methy
02g n.m-mcn,m.luun-
chlarophyll VIl

Donotre-steriliss!
Maximum storage temparature 25°C

ceﬂll’

Biomet Orthopaedics Switzerdand GmbH
Riedstrasse 6

(CH- 8952 Diet kon, Switzedand

‘www. biome toom
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Refobacin Bone Cement R
Gentamicin 0.3 g

02
MENTS

-
RE|

209

Rapid curing synthetic resin for bone
surgery - radiopaque.
Non-sterile protective sachet containing:

20.4 g radiopaque polymer powder.
Components:

Gentamicin sulphate 0.4 g (corresponding to 0.3 g
gentamicin), Poly(methyl acrylate, methyl methacrylate)
16.7 g, Zirconium dioxide 3.1 g, Benzoyl peroxide 0.2 g.
Maximum storage temperature 25°C!

Schnellhértender Kunststoff fiir die
Knochenchirurgie - réntgenpositiv.

Diese unsterile Schutzverpackung enthalt:
20,4 g rontgenpositives Polymerpulver.
Zusammensetzung:

Cemento quirargico de endurecimiento
rapido - radiopaco.
Sobre protector no estéril contiene:

20,4 g de polvo polimero radiopaco.
Composicion:

Sulfato de gentamicina 0,4 g (correspondiente a 0,3 g
de gentamicina base), Poli(metilacrilato,
metilmetacrilato) 16,7 g, Dioxido de circonio 3,1 g,
Per6xido de benzoilo 0,2 g. {No almacenar a
temperaturas superiores a 25°C!

Materia plastica a presa rapida per
chirurgia ossea - radio-opaca.

Bustina protettiva non sterile contiene:
20,4 g di polvere polimerica radio-opaca.

IFIC REQUI

EC|

RK MEETS YOUR SPEC

TWC

o
R

D IF THIS A

-
-
- T: >
)|y 1 31 &
: % s els|E
Gentamicinsulfat 0,4 g (entspricht 0,3 g Gentamicin), Composizione: - — 3'als 13
Poly(methylacrylat, methylmethacrylat) 16,7 g, Solfato di gentamicina 0,4 g (corrispondente a 0,3 g di - m 8 sl<l = |=
Zirkoniumdioxid 3,1 g, Benzoylperoxid 0,2 g. Nicht iber ~ gentamicina, Poli{metilacrilato, metilmetacrilato) (<)) (:;_ é ('; -
25°C lagern! 16,7 g, Diossido di zirconio 3,1 g, Perossido di benzoile ':1 U g ~ vl B
0,2 g. Conservare a temperature non superiori a 25°C! ‘ — SISIS |2
W oo, o=
Ciment chirurgical a durcissement rapide ) aalala |2
pour la chirurgie osseuse - radio-opaque. s:_‘tabl;zf”:*l’(’_‘de s_yntgtl:kt bte__r:::ement for 8 Si21818 -
Sachet de protection non stérile contenant: ortopedisk kirurgl N ron genﬂa . = === S
20,4 g de poudre polymére radio-opaque. Icke-sten_:ll skydc{spase innehallande: Slar 1o 2
Composition: 20,4 g rontgentatt polymerpulver. ol &
Sulfate de gentamicine 0,4 g (soit 0,3 g de Innehall: " : 3 : : -
gentamicine), Poly{acrylate de méthyle, méthacrylate Gentamicinsulfat 0,4 g (motsvarar 0,3 g gentamicin), = of VvV ] g
de méthyle) 16,7 g, Dioxyde de zirconiuf 3,1 g, Poly{metylakrylat, metylmetakrylat) 16,7 g, g Nf i Iz 1 =
Peroxyde de benzoyle 0,2 g. Ne pas stocker a une Zirkoniumdioxid 3,1 g, Benzoylperoxid 0,2 g. SN U lezl 1 o
température supérieure a 25°C! Forvaras e 6ver 25°C! S : 8 : : 3
& < 1 _%l N ’
=E g |5
55190131 2
. ) Ll 5 2 &
Responsible manufacturer: Verantwortlicher sl G130l o
STERILE E /‘\ HerstelleiCEabrig@®4responsable: Fabricante q) 011V o
! responsable: Produttore responsible: WITTTr Q
Ansvarig tillverkare: [ | x
Biomet Orthopaedics Switzerland GmbH Nl S
c € File: 7677300392~ 2 CH-8953 Dietikon, Switzerland L1 g
0123 | It | >
IRPTRE- b=
I 1ol 5|5
1121 Z]&
. c1ol gl —
9'9G1 S1Z) 5
15,0
ol 218
0101
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Refobacin® Bone Cement R

Gentamicin 0.3 g

Rapid curing synthetic resin for bone
surgery - radiopaque.

20.4 g radiopaque polymer powder.
Components:

Gentamicin sulphate 0.4 g {corresponding to 0.3 g
gentamicin), Pobylmethyl acrylate, methyl
methacrylate) 16.7 g, Zirconium dioxide 3.1 g,
Benzoyl peraxide 0.2 g. To be mixed with 10 ml of
liquid, i.e. contents of one ampoule. Maximum
storage temperature 25°C|

Schnellhartender Kunststoff fiir die
Knochenchirurgie - rontgenpositiv.

20,4 g rontgenpositives Polymerpulver.
Zusammensetzung:

Gentamicinsulfat 0.4 g lentspricht 0,3 g Gentamicin,
Polylmethylacrylat, methylmethacrylat) 16,7 g,
Zirkeniumdicxid 3,1 g, Benzoylperoxid 0.2 g. Pulver in
10 ml Flissigkeit (Inhalt einer Ampulle) auf einmal
einrihren. Nicht Uber 25°C lagern!

Ciment chirurgical a durcissement rapide
pour la chirurgie osseuse - radio-opaque.
20,4 g de poudre polymeére radio-opaque.
Composition:

Sulfate de gentamicine 0,4 g (soit 0,3 g de
gentamicine), Polylacrylate de méthyle, méthacrylate
de méthyle) 16,7 g, Dioxyde de zirconium 3,1 g,
Peroxyde de benzoyle 0,2 . A mélanger avec 10 mi
de liquide, soit le contenu d’'une ampoule. Ne pas
stocker & une température supérieure a 25°C!

1x20 g

e to quirargico de . "

rapido - radiopaco.

20,4 g de polvo polimero radiopaco.

Composicion:

Sulfato de g icina 0.4 g (correspondi al3g

de gentamicina base), Poliimetilacrilate, metilmeta-

crilatc) 16,7 g, Dioxido de circonio 3,1 g, Perdxido de

benzoilo 0,2 g. Mezclar tode el contenido del sobre

con 10 ml de liquido (contenido de una ampolla). [No
i a Iras superi a 25°C!

Materia plastica a presa rapida per

chirurgia ossea — radio-opaca.

20,4 g di polvere polimerica radio-opaca.

Composizione:

Solfato di g icina 0,4 g (corrispond al3gd
Palk ilacrilato, metilr lato) 16,7 g,

Diossido di zirconio 3,1 g, Perossido di benzoile 0,2 g.

Mescolare una bustina di palvere in 10 ml di ligiudo

(contenuto di un’ampolla). Conservare a temperature

non superior a 26°C1

Snabbhiérdande sy Lt | t for
ortopedisk kirurgi — rontgentatt.

20,4 g rontgentdtt polymerpulver.

Innehall:

Gentamicinsulfat 0.4 g (motsvarar 0,3 g gentamicin,
Polyimetylakrylat, metylmetakrylat) 16,7 g,
Zirkoniumdioxid 3,1 g, Benzoylperoxid 0.2 g. Blandas
med 10 ml vatska, dvs innehallet i en ampull.
Farvaras ej dver 25°C!

Frenieles] © A\

Fle: 767630039202
ent. 20203
C€ons CO 80824

Responsible ma : g Hersteller:
Fabricant de: F ponsable:
Produttore responsible: Ansvarig tillverkare:

Biomet Orthopaedics Switzerland GmbH
CH-8953 Dietikon, Switzerland

SteriPack Medical Limited

Operator: Rachel __ __ Date: 30.09.10 __ ___ jSteriPack Customer: |

Order No.: 20203 _ _ _ _tReprographics Revision.: 02, SteriPack Approval: - ________|
Reprographic Ref.: 91431 :Colours: 1

Steriback  Riamet 7874200209 T etariPack Artwork Rey 4 .olr
o part Number: BIOMEL 7576300392 , SteriPack Artwork Rev. #: 01
REPROGRAPHIC SYSTEMS ARTWORK FOR APPROVAL - PLEASE CHECK CAREFULLY. SIGN IN SPACE PROVIDED IF THIS ARTWORK MEETS YOUR SPECIFIC REQUIREMENTS.
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Refobacin® Bone Cement R 1x40 Refobacin® Bone CementR 1x 40
Schnellhirie nder Kunatstoff fir die Mote ria plastica s presa rapids per
! rgie- Rantgenpositiv -lnqh—u Radio-opace
1 Beutelzu 40,8 g Pubver mm-auu“.pum
1 Ampullezu 20 m F Gasigheit 1 ampolada 20 ml diliquido
Zusamme;
Zusarm Compeaizions
e . 0 n' She—
336 'pui(mllanhh nmﬂmnrim]
6.1 8 Zrkoniumdicid 4,1 gdicssidozirconio
,am.w.mi Mghmmlwml-d:

| t;mm—m |..4|lmtinmv|
0,4 g N,N-Dimethy-p-toluidin, Chlorophy8 VIl 0,4 g N, Ndimetik-p-toluidina, clorofila VIl
Nicht nachsteriisieren! Non resterilizared
Nioht iber 25° Clagem
Refobacin® Bone Cement R 1x40 El Refobacin® Bone CementR 1x 40 IE]

Radi disk - rimtgentitt
== - et i
1 sachet de poudre de 40,8 1 pse innehalande 40,8 g puver
1 ampoule de liquide de 20 ml 1ampul innehéllande 20 ml vatska
Formule unitaire ing.
Poudre: Pulver:
Hry . - o
36g ate de méthyle, méthyle) 33,6 gpobytr ki ylat)
6,1 g Dicoyde deziroonium s,| gairkoniumdiaxid
&Qahuyd-hhmqh ghrlqlpm:id
18,4 5 Méthscrylate de méthyle |l.l|lmly1m-hhy
0,4 gN,N-ciméthykp-toluidine, ChiorophylieVIll 0,4 N, Ndimetyt-p-toluidin, kiceofylIVIll
Ne pas re stériliserd Férej omateriliseras

Température maximsle de stockage 25° C

Forvaras ej aver 25° C

Refobacin® Bone Cement R 1x40
Cemento quirrgice dee ndurecimiento
répido- Radiopaco

Contiene:
1scbee can 40,8 gde polo

1 ampolls con 20 mi de liquido
Compoaicién

Polva:
08

0,5 gde gentamicina)
33,6 g polifmetilocrilata, metimetacrilato)
6,1 gdiéaido de circonio

Refobacin® Bone CementR 1x 40

chirurgie

Inhoud:
1zakje met 40,8 g poeder

1 ampulmet 20 miviosistof
Same natelling

Posden

o -
0,5 ggentamicine)
2316

6,1 gzirconiumdicxide

[e]

0,3 pertaidode berzoilo u.huo,ipauida
o:
18,4 g metilmetacrilato \u.n-u-,l
0,4 g N,N-cimetik-p-toluicina, clorcfila Vil 0.4'KNd‘mmlq|-|rhludn-. cHorofyi VIl
iNoreesterilizart Niet hersterilisersnd
25°C Niet bowen 25° Cbewaren
Biomat Orthopasdios Swizerland GmbH
Riedstrases 6
CH 8053 Distiken, Switzeriand

Refobacin®
Bone CementR

1x40

GENTAMICIN

Refobacin® Bone CementR
1x4

Al
)

[stenie[eo] [sTerie[a] [1i] ) [§

Rapid curing synthetic resin for bone surgery containing gentamicin- Radiopaque
Schnellhirtender Kunststofffirdie Knochenchirurgie mit Gentamicin - Rontge npositiv

GENTAMICI

"

7803003941

Refobacin®
Bone CementR

1x40

Contents:

1 sachet containing 40.8 g powder
1ampoule containing 20 ml iquid
Compositior:

Powder:

1 sachet contains:

08g  gentamioin sulphate

3365 poly{metylacrylate,
iyl methocrylate)

61g  zirconium dixide
025 bereoyl peraxide

Liquid:
1845 methyl methecrylate
Q4g  NN-dimethyhptoluidine
chlorophyll VIl

Donotre-steriliss!
Maximum storage temparature 25°C

ceﬂll’

Biomet Orthopaedics Switzerdand GmbH
Riedstrasse 6

(CH- 8952 Diet kon, Switzedand

‘www. biome toom

163



o x¢e

hod

-ujopuejues Sujujeu

Kiefns euoq .oy useso)eyuis Supnopdey

Y JUswag auog ,uldeqoiay

Refobacin® Bone Cement R 2x 40 El

Schnellhirie nder Kunstatoff fir die
Knechenehirurgie~ REmiganpesiti

Refobacin® Bone Cement R 2x 40 E]
Moteria plastica a presa rapida per
-lnqh—u Radic-opace

2 Beutelzu je 40,8 g Puber m.mnaum“.pum cisscuna
2 Ampullenzu je 20 ml Flssighsit 2ampoleda 20 mid iquido ciascuna
Zusamme; Composiziol
Pubver: Polvere: -
O Gararic - pob .
336 'pui(mllanhh nmﬂmnrim]
6.1 8 Zrkoniumdicid 6,1 gdiossidozirconio
,am.w.mi Mghmmlwml-d:
| t;mm—m |..4|lmtinmv|
0,4 g N,N-Dimethy-p-toluidin, Chlorophy8 VIl 0,4 g N, Ndimetik-p-toluidina, clorofila VIl
Nicht nachsteriisieren! Non resterilizared
Nioht iiber25° Clagem c
Refobacin® Bone Cement R 2x 40 El Refobacin® Bone Cement R 2x 40 IE]
Radi disk kirurgi- rimtgentitt
Contenu: T innehiller: e
2 sachets d= poudre de 40,8 gchacun 2 pésarinnehillancs 40,8 g pubrer vardera
2 ampoule s de liquide de 20 ml chacune 2ampuleri &
Formule unitaire ing
Poudre: Pulver:
o siom ek 06 - o
36g méthyle, méthyle) 316 iat)
6,1 g Dicoyde deziroanium s,| gairkoniumdiaxid
%:&-Puuy& de berzoyle g berzoyiperocid
18,4 g Méthacrylate de méthyle |l.l|lmly1m-hhy -
0,4 g N N-diméthy+p-toluidine, Chlcrophylle VIl 0,4 g N Ndimetyhp-toluidin, klorcfyllVIll o
Ne pas re stériliser! Fére] omateriliseras
Température madmale de stockage 25° C Forvaras ej over 25° C
Refobacin® Bone Cement R 2x 40 El Refobacin® Bone Cement R 2x 40 E
Cemento quirdrgice deendurecimiento
répido- Radiopaco chirurgie
Contiene: Inhoud:
2 sobres con 40,8 gde polvo cada uno 2zakjes metek 40,8 r
2 ampollsscon 20 mi de liquidocadauna 2ampulenmetelk 20 mivkoeistct
Composicién Samenatelling
Polva: Posden

a8 = 05g
de gentamicina)

33,6 g poli{metilserilato, metimetacrilato)

6,1 geiido de circonio

o -
0,5 ggentamicine)
2316

6,1 gzirconiumdicxide

0,3 g pertuido de berwailo 03 ghermoriperide

o
18,4 g metiimetacrilato mqn-u-,l
0,4 N, N-dimetikp-toluicina, clorfila VIl 0,4'KNd‘mmllﬂ-|rhludn-. chlorofy VIl
iNoree sterilizart Niet herateriliserert

25°C Niet bowen 25° Chewaren

Biomst Orthopssdios Switzeriand GkH
Riedstrazae
CH 8053 Distikon, Switzerfand

www biomat oom

Refobacin®
Bone CementR

2x40

GENTAMICIN

Refobacin® Bone CementR

2x4

Al
)

[stenie[eo] [sTerie[a] [1i] ) [§

Rapid curing synthetic resin for bone surgery containing gentamicin- Radiopaque
Schnellhirtender Kunststofffirdie Knochenchirurgie mit Gentamicin - Rontge npositiv

S
S
=
:
i
T

REF 7203003042

Refobacin®
Bone CementR

2x40

Contents:

2 sachets containing 40.0 g powdereach
2ampoules containing 20 mi liquid each
Compositior:

Powder:

1 sachet contains:

08g  gentamioin sulphate

3365 poly{metylacrylate,
iyl methocrylate)

61g  zirconium dixide
025 bereoyl peraxide

Liquid:
1845 methyl methecrylate
Q4g  NN-dimethyhptoluidine
chlorophyll VIl

Donotre-steriliss!
Maximum storage temparature 25°C

ceﬂll’

Biomet Orthopaedics Switzerdand GmbH
Riedstrasse 6

(CH- 8952 Diet kon, Switzedand

‘www. biome toom
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Refobacin Bone Cement R
Gentamicin 0.5 g

Rapid curing synthetic resin for bone
surgery - radiopaque.
Non-sterile protective sachet containihg:
40.8 g radiopaque polymer powder.
Componenm

Iph 8g (co dingto 0.9 g
gentamicin), Poly(methyl acrylate methyl meths cryiete)

OCovEr
03 g Conservare a tempersire nan supsricei s 55°C1

c quiriirgico de endurecimient

rapido - radiopaco.

Sobre protector no estéril contiene:

40,8 g de polvo polimgro radiopaco.

Composicion:

Sulfato de gentamicina 0,8 g (corespondiente a 0,5 g
de base), F

33.6 g, Zirconium dioxide 6.1 g, Benzoyl p 03g.
Maximum storage temperature 25°C!

33,6 g, Dioxido de circonio 6,1 g,
Peroxido de benzoilo 0,3 g.jNo almacenara
temperaturas superiores a 25°C!

Schnellhartender Kunststoff fir die
Knochenehi mrad . e

Diese unsterile Schutzverpackung enthalt:
40,8 g réntgenpositives Polymerpulver.
Zusammensetzung:

Muateriap TpresTTapidaper
chirurgia ossea - radio-opaca.

Bustina protettiva non sterile contiene:
40,8 g di polvere polimerica radio-opaca.
- o

Ifat0,8g 05g
Poly(methylacrylat, mathy! methscryiet) 33649,
Zirkoniumdioxid 6,1 g, Benzoylperoxid 0,3 1%

Nicht Giber 25°C lagem!

coB 4
Ciment chirurgical a durcissement rapide
pour la chirurgie osseuse - radio-opaque.
Sachet de protection non stérile contenant:
40,8 g de poudre polymeére radio-opaque.
Composition:
Sulfate de gentamicine 0,8 g (soit 05 g de
gentamicine), Poly(acrylate de méthyle, méthacrylate
de méthyle) 33 6 g, Dioxyde de zirconium 6,1 g,
Peroxyde de benzoyle 0,3 g. Ne pas stocker & une
température supérieure & 25°Cl

Solfato di 0,89 (corrispondente a05 g di

g , Polir T
33,6 g, Diossido di zirconio 6,1 g, Perossido di benzoile

Snabbhardande syntetiskt bencement for
ortopedisk kirurgi - rontgentatt.
Icke-steril skyddspése innehéllande:

40,8 g réntgentatt polymerpulver.

Innehall:

i 08g 059 g
Poly(metylakrylat, metylmetakrylat) 33,6 g,
Zirkoniumdioxid 6,1 g, Benzoylperoxid 0,3 g.
Forvaras ej Gver 25°C!

FEle] @ A\

Hersteller: Fabricant responsable: Fabricante

Ansvarig tl verkare:

Biemet
CH-3953 Dietikon, Switzeriand

c € 0123 File: 7677300384~
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Refobacin®Bone Cement R  1x40 g
Gentamicin 0.5 g
Rapid curing synthetic resin for bone Cemento quirirgico de endurecimiento
surgery - radiopaque. rapido - radiopaco.
40.8 g radiopaque polymer powder. 40,8 g de polvo polimero radiopaco.
Compeonents: Composicion: _ )
Gentamicin sulphate 0.8 g (cormesponding to 0.5 g Sulfato de gentamicina 0.8 g (correspondiente a 0.5 g
gentamicin), Polylmethyl acrylate, methyl de gentamicina base), Poliimetilacrilato, metilmeta-
methacrylate) 33.6 g, Zirconium dioxide 6.1 g, crilato) 33,6 g, Dioxido de circonio 6,1 g, Perdxido de
Benzoyl peroxide 0.3 g. To be mixed with 20 m| of benzoilo 0,3 9. Mezclar todo el contenido del sobre
liquid, i.e. contents of one ampoule. Maximum con 20 mi de liguido (contenido de una ampolla). jNo
storage temperature 25°C! almacenar a temperaturas superiores a 25°C!
Schnellhértender Kunststoff fiir die Materia plastica a presa rapida per
K chi - i chirurgia ossea - radio-opaca.
40,8 g réntgenpositives Polymerpulver, 40,8 g di polvere polimerica radio-opaca.
. Composizione:
Zusammensetzung:
Gentamicinsulfat 0,8 g lentspricht 0,5 g Gentamicin), ﬂ:ﬁadr:‘ﬁ::;’fm'ﬁ'_"a 08a t:mnspcndenle alb5g
Polylmethylacrylat, methylmethacrylat) 33,6 g. '
Zirkoniumdioxid 6,1 g, Benzoylperoxid 0,3 g. 33,6 g, Diossido di zirconio 6,1 g Peroe.sluu di
Pubver in 20 mi FlGssigkeit (Inhalt einer Ampulle) auf ber\z_m_le_ 03g. Mescclare_ "'"‘,’ bustina di polvere in 20
einmal einrihren. Micht dber 25°C lagern! mi di ligiude {contenute di un'ampolla). Conservare a
I~ temperature non superion a 25°C!
Ciment chi ical a durci: t rapide
% pour la chi ai - radi - Snabbhardande syntetiskt bencement for
= N ot ortopedisk kirurgi - ro
™~ - 3
gnﬂfpgs::n?oudre polymére radio-opaque. 40,8 g réintgentitt polymerpulver.
Sulfate de gentamicine 0.8 g (soit 0,5 g de IGnnehalI' insulfat 0.8 0
gentamicine), Polylacrylate de méthyle, méthacrylate entamicinsulfat 0,8 g imotsvarar 0,5 g gentamicin),
de méthyle) 33,6 g, Dioxyde de zirconium 6,1 g, Polylmetylakrylat, metylmetekrdat) 33.6 g,

Zirkeniumdicxid 6,1 g, Benzoylperoxid 0.3 g.
Peroxyde de benzoyle 0.3 g. A mélanger avec 20 ml
de liquice, soit le contenu d'une ampouls, Ne pas Blandas med 20 ml viitska, dvs innehallet | en ampull.

stocker & une température supérieure & 25°C1 Forvaras e dver 25°C1

Responsible manufacturer: Verantwortlicher Hersteller
STERILE m ® A Fabricant bla: Fabricante resp

_ ~ Produttore responsible: Ansvarig tillverkare:
C€ File: 767630039402 gjomet Orthopaedics Switzerland GmbH
0123 Ident. 20206 CH-8953 Dietikon, Switzerland
CO 8-0824

SteriPack Medical Limited

Operator: Rachel _ |Date: 30.09.10 \SteriPack Customer: ]
Order No.: 20206 _ _ _ | Reprographics Revision.: 02, SteriPack Approval: _ |
Reprographic Ref.: 91427, Colours: 1~ | S_teﬂ Pack QA Approval: ]
Qeriback - number: BlOMeEt 7576300394 StenPack Artwork Rev. #: 01

REPROGRAPHIC SYSTEMS ARTWORK FOR APPROVAL - PLEASE CHECK CAREFULLY. SIGN IN SPACE PROVIDED IF THIS ARTWORK MEETS YOUR SPECIFIC REQUIREMENTS.
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Refobacin® Bone Cement R 1 60 Refobacin Bone Cement R 1x 60
Schnslihartendsr Kunststofffar die umm--.u-ﬂ-_
Knochsnchirurgie  Rantgenpoaithe lachirurgiaossss  Radio opaca
Inhatt: Contie ne:
1 Boutel 2u 61,3 gPube Ihﬂhutﬂld'ﬁdxnhu
|hnp|lbnamrlFﬁ-uhll la da 30 mi of liquide
. Pabrers:
-yhmwmha Imhn hthm
u.% ‘“.'.7.."3' " O i e e
o.u m.npm.au
matimetacriato
‘4 »,l phh‘r\ Chlsropty IVIIl o,e;‘m dimotil p tokidira, doref lla VIl
Nicht nachster lisisrent Nonrester lzzare!
Nicht iber 25° C lagem Ce
Refobacin® Bone Cement R 1x 60 Refobacin® Bone Cement R 1x 60
m A durcisseme ntrapide ‘Snabbhardands bencement for
csseuss Radio opaqus b rontgentitt
u-nms::mba‘ .38 1 phss nrehillards 61,3 g puber
|mb liquide de 30 ml 1 ampull irrehéllards 30mivatsia
Pulver:
= ; 12
| g 5
'J.Bu.*i.. upuummuma
= qu.hnqipmd
rylste do méthyle
ful ‘dimithyl p toksidine, Chierophy e VIIl u;ﬁu dmetyl p uu‘d-\ KlorofylIVIII
No pas restérilised Hujmni-ﬂ
Temps rature maimale de stockage 26°C er28°C
wm-ﬁm::«-mmuo nmhnh@lo-mnmxw
Comento quirdrgico de e ndurecimiento Ihardend synthetiech' -II‘W
répido Radicpaco uﬁq-ﬁh.ﬁ-.i.
1s0bs 61,3gde 1 mat &1, der
Vvl o i taido .'.!.‘:u...aa“.ff:.m
Composicién ‘Same natelling
Pohve: Posder: "
1 1, or
0,8 gdo gortamiona) 0,88 gentamicit
03 p h-tl-dm.mlumriml 0,
9,2 gdicaido do circonia, irosen i
0,5 gperiido de borwoio 0,55 bere aylperaide
et ]
77,6 g matl 4
M“ul 1 p toluiding, clorofils VIl ng‘t“WMthnhhMVlll
lo reesterikzar! Notherster lsemnt
o
c Notboven 25° Cbawaren

‘Blomat Orthopmcics Switzarisnd GmiH
Riedstrasss 6

CH B953 Diot keon, Switrar and
www blomat com

Refobacin®
Bone Cement R

1x60

GENTAMICIN

Refobacin® Bone CementR

1 6 o Rapid curing synthetic resin for bone surgery containing gentamicin- Radiopaque
x Schnellhirtender Kunststoff fiir die Knochenchirurgie mit Gentamicin - Réntgenpositiv

[sTenwe [eo] [stenuela] T3] @ [

Refobacin®

Bone Cement R

1x60

Contents:
1sachetcontalning 61.3 g powder
1ampoule contalning 30 miliquid
Composition:

Powder:
1sachet containg:
13g gentamicinsuphate
(comesponding to
0.8 ggentamicin)
50.3g poly(metiyiacrylate,
mettyl methacrylate)
9.2g zirconium dicdde
05g benzoyl peroxide
Liquid:
2.6g gmethylmethacrylate
0.6g NN-dimethytp-toludine
chiorophylIVIll

Donot re-steriise !
Max mum storage Eemperature 25°C

c € 0123
ol

Biomat Orthopasdins Switzsrlard GmbH
i Iy

Risdstrasss
CH 8952 Distikon, Switcerland
www biomet com
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acin® Bone Cement R
Gentamicin 0.8 g

Rapid curing synthetic resin for bone

surgery — radiopaque.

Non-sterile protective sachet containing:
ldiopaque polymer powder.

Components:

Gentamicin sulphate 1.3 g (corresponding to 0.8 g

gentamicin), Poly(methyl acrylate, methyl

methacrylate) 50.3 g, Zirconium dioxide 9.2 g, Benzoyl

1x60 g

EiOMIn

Cemento quirdrgico de endurecimiento
rapido — radiopaco.

Sobre protector no estéril contiene: 61,3 g
de polvo polimero radiopaco.

Composicion:

Sulfato de gentamicina 1,3 g (correspondiente a 0,8 g

de gentamicina base), Poli{metilacrilato,
metilmetacrilato) 50,3 g, Diéxido de circonio 9,2 g,

02

250

1
1
I
1
1
1
1
1
1
|
1
peroxide 0.5 g. Maximum storage temperature 25°C! Peréxido de benzoilo 0,5 g. jNo almacenar a 'O |
temperaturas superiores a 25°C! |
Schnellhdrtender Kunststoff fiir die . . i 8 :
Knochenchirurgie — rontgenpositiv. Materia plastica a presa rapida per = |
Diese uhsterile Schutzverpackung enthilt: ~ chirurgia ossea —radio-opaca. . |-
61,3 g réntgenpositives Polymerpulver. Bustina protettiva non sterile contiene: I le
Zusammensetzung: 61,3 g di polvere polimerica radio-opaca. V- :: ey
Py se - QL
Gentamicinsulfat 1,3 g (entspricht 0,8 g Gentamicin), CO"‘\DOSIflone: . ' ‘ - gl g | &= E
Poly(methylacrylat, methylmethacrylat) 50,3 g, Solfato di gentamicina 1,3 g (corrispondente a 0,8 g di | E1Z! & -’5‘ =
Zirkoniumdioxid 9,2 g, Benzoylperoxide 0,5 g. gentamicina), Poli(metilacrilato, metilmetacrilato) .g 1511 3|8
Nicht tiber 25°C lagern! 50,3 g, Diossido di zirconio 9,2 g, Perossi do di 0 S g=x 5' £
benzoile 0,5 g. Conservare a temperature non Ul : > : = : =
- . - 3 - - jori ° Slim | CIVITIT Y
Ciment chirurgical a durcissement rapide  suPeriori @ 25°C! 2| 7€ FIFIR E
i H H - . . . . o = N=R= =N
pour la chirurgie osseuse —radio-opaque.  gnapbhardande syntetiskt bencement for S R EIEAEIEA b
Sachet de protection non stérile i ortopedisk kirurgi — rontgentitt. 1= T:; = :_ L E
contengnt: 61,3 g de poudre polymére Icke=steril skyddspase innehallande: E S g
ragio-opaque. 61,3 g rontgentatt polymerpulver. s 14518
Compositjon: Innehall: AR I3 TS
Sulfate de gentamicine 1,3 g (soit 0,8 g de - . el AR S B
gentamic -?:) Poly(acrylate%é méthylg méthacrylate Gentamicinsulfat 1,3 g (motsvarar 0,8 g gentamicin), JIE! 2l 1o]a
de méthyle) 50 3 g, Dioxyde de zirconil.;m 9,2g P9Iy(rr3etyla.kry.lat, metylmetakrylat) 5?0'3 9 algl 10|13
Peroxyde |de benzoyle 0,5 g. Température maximale de Zirkonlumt'il?md 9,2 9, Benzoylperoxid 0,5 g. - g =1 m =
stockage 25°C! Forvaras ej dver 25°C! € g_ Isl I 3] =
S R E
v |: E | g I é I~ :Y
Akabel &
Ucizioigl=
o |TTTT T = =2
0 m | o) =
=18
L] 1=
ool ¢f 2
- Responsible manufacturer: Verantwortlicher @ 2 ?
I S ER".E I EO | ® A Hersteller: Fabricant responsable: Fabricante : : o : Sl E
co8- nsabll?: Produttore responsible: 1 = I z| =
. _ nsvarig tillverkare: = =13
Flle: 7577300396~ 2 Biomet Orthopaedics Switzerland GmbH SR E
c ‘: Ident. 20210 CH-8953 Dietikon, Switzerland = : - : :on:  E
S1al 2 &
h 018 212121 s}
010 x|
Y
~ag} ==

Ov/il
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Refobacin® Bone Cement R
Gentamicin 0.8 g

Rapid curing synthetic resin for bone surgery
- radiopaque.

61.3 g radiopaque polymer powder.

Components:
Gentamicin sulphate 1.3 g (corresponding to 0.8 g

1x60 g

Cemento quirdrgico de endurecimiento
rapido - radiopaco,

61,3 g de polvo polimero radiopaco.
Composicion:

Sulfato de g icina 1,3 g (cor diente a 0,8 g de

gentamicin), Poly(methyl acrylate, methyl hacrylate)
50.3 g, Zirconium dioxide 9.2 g, Benzoyl peroxide 0.5 g.
To be mixed with 30 ml of liquid, i.e. contents of one

le. Maxi gl e 25°C!

Schnellhédrtender Kunststoff fir die
Knochenchirurgie - rontgenpositiv.

61,3 g rontgenpositives Polymerpulver.
Zusammensetzung:

Gentamicinsulfat 1,3 g (entspricht 0,8 g Gentamicin),
Poly(methylacrylate, methylmethacrylate) 50,3 g,
Zirkoniumdioxid 9,2 g, Benzoylperoxid 0,5 g. Pulver in
30 ml Flassigkeit (Inhalt einer Ampulle) auf einmal
einriihren. Nicht iber 25°C lagern!

Y

Ciment chirurgical a durcissement rap

o base), Poli(metilacrilato, metilmetacrilato)
50,3 g, Diéxido de circonio 9,2 g, Peréxido de benzoilo
0,5 g. Mezclar todo el contenido del sobre con 30 ml de
liquido (contenido de una ampolla). No almacenar a
temperaturas superiores a 25°C!

Materia plastica a presa rapida per chirurgia
ossea - radio-opaca.

61,3 g di polvere polimerica radio-opaca.
Composizione:

Solfato di g icina 1,3 g (corrispondente a 0,8 g di
g icina), Poli( ilacrilato, metil ilato) 50,3 g,
Diossido di zirconio 9,2 g, Perossido di benzoile 0,5 g.

Mescolare una bustina di polvere in 30 ml di ligiudo
(contenuto di un‘ampolla). Conservare a temperature non
superiori a 25°C!

pour la chirurgie - radio-opaq
61,3 g de poudre polymeére radio-opaque.
Composition:

Sulfate de gentamicine 1,3 g (soit 0,8 g de gentamicine),
Polylacrylate de méthyle, méthacrylate de méthyle) 50,3 g,
Dioxyde de zirconium 9,2 g, Peroxyde de benzoyle 0,5 g.
A mélanger avec 30 ml de liquide, soit le contenu d'une
ampoule. Température maximale de stockage 25°C!

Snabbhéardande syntetiskt bencement for
ortopedisk kirurgi - rontgentatt.

61,3 g rontgentatt polymerpulver.
Innehall:

ilfat1,3 g ( 0,8 g gentamicin),
Poly(metylakrylat, metylmetakrylat) 50,3 g,
Zirkoniumdioxid 9,2 g, Benzoylperoxid 0,5 g. Blandas med
30 ml vatska, dvs innehallet | en ampull. Férvaras ej dver
25°C!

] @ A

Responsible manufacturer: Verantwortlicher
Hersteller: Fabricant responsable: Fabricante
responsable: Produttore responsible:

File: 7676300396-02 e .
Ansvarig tillverkare:
C€ons CO 8-0824 Biomet Orthopaedics Switzerland GmbH
CH-8953 Dietkon, Switzerland
i 100mm 1

| |
LINE SHOULD BE 100mm LONG WHEN ARTWORK 100% SIZE

SteriPack Medical Limited

Operator: Lynne 'Date 01/12/2010 ISteriPack Customer:

SterlPack Artwork Rev. #: 01

étljesr;zangle(r Part Number: AAP 1 9'75 76300396

REPROGRAPHIC SYSTEMS ARTWORK FOR APPROVAL - PLEASE CHECK CAREFULLY. SIGN IN SPACE PROVIDED IF THIS ARTWORK MEETS YOUR SPECIFIC REQUIREMENTS.

In the case of queries, please contact artwork@steripackgroup.com

wwGg
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INSIDE POUCH STERILE.
INNENBEUTEL STERIL

L INTERIEUR DE CETTE
POCHETTE EST STERILE.
STERILISE PAR O.E.

BOLSA INCLUIDA ESTERIL

SACCHETTO INCLUIDO
STERILE

DO NOT USE IF
PACKAGE IS
DAMAGED

7867000000-02, CO B-0637
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OLIVER-TOLAS HEALTHCARE PACKAGING

OPEN HERE

Monomer Liquid
for Biomet Bone Cement

10 ml ampouls containe

928  methyl methacrylata

02g NN dimathyl p toliding
chiorophyl VIl

Do not inject! Do not @xposa to sunlight!
Madimum storage tampsraturs 25°Cl

10 ml Ampulle anthait:

925  Methyimatheorylst

025 NN Dimathyl p toluidin
Chiorophyt Vill

Nicht fir Injoktion!

Nicht dam diraktsn Sonnenlioht sussstzent
Nicht iiber 25°C lagernt

10 mi ampoule contenant:

925 Méthaaylste do méthylo

025 NN diméthyl p tolidina
chlorophyta Vill

Na pas injsoter! Ne pas exposer au sokit
Tompdrature maximale 6s stockage 25°Ct

10 mi ampo la contiena:

9,25 matacrilsto

025 NN dimst| p tokidina
cbrefilav It

{No inyoctablet jNo expansr al sol!

ek 186

10 mi ampo la contiens:

925  metimetaorilsto

025 NN dimst|p tokidina
olorefilla Vil

Non par uso iniattabia!

Non ssporra alls bios sclare direttal
Censervara a tamparaturs non suparior
azmcl

Rosponailo manifacturar: Verantwortiichar
Harsteller: Fabricart rasponssble:
Fabriants rasponsabla: Produtior

Eiomst Orthopaodios Switzariand GmEH,
CH 893 Distiken, Switzarland

®@ A (8 Ce. .

02 2010 CO 8 0824 E

R11,5 4x 7' -~

47,5

80%

Lidding material uncoated side

End Customer P/N

Customer P/N :_
OMP P/N ; Platenr : 536318 Colour : black
Material _ Platenr Colour
Proof type : PDF Platenr Colour
Revisionnr ! new Platenr Colour
Date _ Platenr Colour
Resp. _ Platenr Colour
Approved by : Platenr Colour
Company : Dienr : 533923
Date All sizes are in mm
Signature : Signature Signature
artwork artwork
check
(b)(4) | (b)(4) |
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OLIVER-TOLAS HEALTHCARE PACKAGING

R11,5 4x

OPEN HERE

Monomer Liquid
for Biomet Bone Cement

20 mi ampoule contain:

1845  methyl methacrylata

045 NN dimethyl p toluidine
chiorophyl VIl

Do not inject! Do not @xposa to sunlight!
Maimum storage tamparature 25°CL

20 ml Ampulle enthait:

184g  Mathyimathaorylst

04g NN Dimathyl p tolsdin
Chiorophyt Vill

Nicht fir Injoktion!

Nicht dam diraktsn Sonnenlioht sussstzent
Nicht iiber 25°C lagernt

20 ml ampoule contsnant:

184g  Méthaorylate do méthyla

048 NN diméthyl p toluidina
chlorophyla Vill

Na pas injsoter! Ne pas exposer au sokit
Tompdrature maximale 6s stockage 25°Ct

20 mi ampolla contiana:

184g  metimstaoristo
04 NN dimat!p tolidina
clorefilav It

{No inyoctablet jNo expansr al sol!
iNo aimaosnar a tsmparaturas
suparioras 8 25°C!

20 mi ampolla contiena:
184g  metimstaoristo

04 NN dimst | p tokigina

clorefilla Vill

Non par uso iniattabia!

Non esporra alla kios sclar dirsttal
Censervara a tamparaturs non suparior
azmcl

Rosponailo manifacturar: Verantwortiichar
Harsteller: Fabricart rasponssble:
Fabriants rasponsabla: Produtior

Eiomst Orthopaodios Switzariand GmEH,
CH 893 Distiken, Switzarland

@ A (8 c€n
§

02 2010 CO 8 0824 E

B T EEEEE———

47,5

186

80%

Lidding material uncoated side

End Customer P/N

Customer P/N :_
OMP P/N ! Platenr : 536319 Colour : black
Material _ Platenr Colour
Proof type : PDF Platenr Colour
Revisionnr ! new Platenr Colour
Date :_ Platenr Colour
Resp. _ Platenr Colour
Approved by : Platenr Colour
Company Dienr : 533923
Date All sizes are in mm
Signature Signature Signature
artwork artwork
check
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OLIVER-TOLAS HEALTHCARE PACKAGING

R11,5 4x

OPEN HERE

Monomer Liquid
for Biomet Bone Cement

30 mi ampoule containa:

Z76g  methyl methaarylata

06g NN dimathyl p toluidin
chiorophyl VIl

Do not inject! Do not @xposa to sunlight!
Madimum storage tampsraturs 25°Cl

30 ml Ampulle enthalt:

7,68 Methyimathorylst

0,65 NN Dimathyl p toludin
Chiorophyt Vill

Nicht fir Injoktion!

Nicht dam diraktsn Sonnenlioht sussstzent
Nicht iiber 25°C lagernt

30 mi ampoule contsnant:

Z,6g Wéthaaylate do méthyla

06g NN diméthyl p tolidina
chlorophyta Vill

Na pas injsoter! Ne pas exposer au sokit
Tompdrature maximale 6s stockage 25°Ct

30 mi ampolla contiana:

765  metimetaorilsto

065 NN dimst!p tolidina
cbrefilav It

{No inyoctable! jNo expansr af sol!

ek 186

30 mi ampolla contiana:
T6g metimstaoriisto
065 NN dimst|p tolidina

olorefilla Vil

Non par uso iniattabia!

Non ssporra alls bios sclare direttal
Censervara a tamparaturs non suparior
azmcl

Rosponailo manifacturar: Verantwortiichar
Harsteller: Fabricart rasponssble:
Fabriants rasponsabla: Produtior

Eiomst Orthopaodios Switzariand GmEH,
CH 893 Distiken, Switzarland

@ A (8 C€n
:

02 2010 CO 8 0824 2

- »
47.5 80%

Lidding material uncoated side

End Customer P/N

Customer P/N

OMP P/N Platenr : 536321 Colour : black
Material Platenr : Colour
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Resp. _ Platenr : Colour
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Article: 244343 Date: 11 October 2010

Name: Label Ampoule Biomet 10-20-30mL

Print colour: White

hﬁ'ﬁ

DS &, & | z00% | Eraz2 R LEEER

1 2 3 4 5
A LP||||||||||||||||||||||||||||||||||||||||||||||||||||*
| NOT FOR ' FLAMMABLE ' Store in a cool place
ey 1_: INJECTION = LIQUID . away from sunlight =
| Monomer Liquid
= for Biomet Bone Cements
=4 g o AAD
1 o« methylmethacrylate-
=14 8 monomer, sterile filtered
i o STERILE| A
4 s Snap off neck Z
= o 0NAP O Ned
1 2 toopen [j C€oz
El-
A 2 |LOT|  XXXXXXX
. Responsible manufacturer:
B Biomet Orthopaedics Switzerland GmbH
5] CH-8953 Dietikon, Switzerland
] Rev. 04-2010
BEI MOMOMER AMFPOULES 10 ML —‘
Text in red will not be printed on the label on label
(Y4 ] Date: Signature:
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Article: 244343 Date: 11 October 2010

Name: Label Ampoule Biomet 10-20-30mL

Print colour: White
hu?‘h

D=l S & [ 002 S Eaaz R LEEBE

1 2 3 4 5
A LF||||||||||||||||||||||||||||||||||||||||||| ||||||||*
oy | NOT FOR FLAMMABLE ' Store in a cool place
Tee 17: INJECTION = LIQuID u away from sunlight =
| Monomer Liquid
B | for Biomet Bone Cements
@] =
5 §=m BAR
1 & methylmethacrylate-
=1 3 S monomer, sterile filtered
o1 3 © > STERILE| A
3] o S ; ]
1 & Snap off neck
1 & toopen /ﬁ C€ois
1 g
A 2 [LOT| Xxxxxxx
E Responsible manufacturer:
B Biomet Orthopaedics Switzerland GmbH
57 CH-8953 Dietikon, Switzerland
] Rev. 05-2010
BEI MOMOMER AMP OLUILES 20 L _‘
Text in red will not be printed on the label on label
(Y4 ] Date: Signature:
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Article: 244343

Name: Label Ampoule Biomet 10-20-30mL

Print colour: White

it

DEHS & & [ 300z 2z R LEE R

Date: 11 October 2010

1 2| 3 4 A
ALPH|||||||||||||||||||||||||||||||||||||||||||||||||||

...... NOT FOR FLAMMABLE Store in a cool place
i INJECTION = LIGUID = away from sunlight =
L Monomer Liquid
for Biomet Bone Cements
e
=1 E R ety LIPANSY
methylmethacrylate-

monomer, sterile filtered

Snap off neck .
to open /ﬁ

ot

STERILE| A

c E 0123

MONOL30-3B  CO-8-0824

LOT | XXXXXXX

Responsible manufacturer:

CH-8953 Dietikon, Switzerland

Rev. 03-2010

-.-_a
O T T T T v T T A T Y

Biomet Orthopaedics Switzerland GmbH

MOMOMER AMP OULES 30ML

Text in red will not be printed on the label on label

Signature:
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J Optipac® Knee
Refobacin® Bone Cement R

tipsc® Knee

mmn‘ Bone Cement R
Gentamicin 0.3 ¢
Rapid caring synthesc resin for bane surgery
Fre-packnd in 3 vacuwm mixing system ~radiopaque
1 bister tray with a pee-packed mixing system
cantaining 25.2 ¢ plymer powder and 124 ml
monomer Bauid, sccenscries
Cemposition:

e sulhate 0.5 ¢
0.3 g gentamicin}, polyjmetryl scrylate, methyl
mnmm: 207 g 2eonium dadde 3.8 £, berzod
peveidde 0.
uquln m,( metmorrylste 11.4 ¢,

Nedimetrybputzliddne 0.2 g ctloroshll VBl

Do not re-steriiivel
Mazimam storage tomperature 25° C!

Opti

* Knee
cin® Bone Cement R
Gentamisina 0.3 ¢

srrernyo
o un sistema de mezclado o vaslo = radispace
1 nm;-mmumn satema ¢o merchds

e cantiens 25.2 ¢ do polimero en
Py e 4o vonbare Kt scomiorios
Composcién:
Polvo: s:futs de geatamiting 0.5 ¢ (coressardiente
802 3o gmtaricigl. ek mathcelan.

7 & didwigo ge eheonio 3.8 g,

mu de umh 0zg
Liquido: metimetacrlato 11.4 ¢,
Nsdmeshgeolibeing 0.2 ¢ clorotls VIl

o resstarilizar
iNo aimuconar 2 tomparsturas suparisres  25° €I

20* Knee
i acin® Bone Cement R °

Centamicin 0.8 ¢

Optipac* Knee [
n&"&am'mcmmu Le
Gentamicin 0.3 ¢

Kussttolf fir
VOTgefilR in einem Vitusmanischsyviem —
rdeigenpastiv

1 tstersonale mit vacgetillem Anmischsysiem,
eranilk 26.2 g Polymerpubver ung 124 ml
ibehir

Pulber; 05 ¢ Gentamicnaudlat fentspricht 0.3 ¢
Gertamicin), 207

paketorat | o2t vakuumblandringssyviem = réntgentitt
3 Mislcfipackoing med ot Rrgabzirat

0ch 12.4 i menemervitaks, xlnu-‘
Sammessittning.

Pubver: 0.5 g gescamicingllit (motsverar 0.3
pmnmq 07 pemmmm metylmetakrylat],

3.8 ¢ Drkenurdicoi, 0.2 g Sennsylperond
nn.-uu: 1.4 ¢ Methmesasiet, 0.2 £
metyboalidn, Colersptl VIl

Nieht maehstoriiviorent
Nieht Obar 25° C lagom!

Vlloh n Cgmlrﬂltolz
Nvdmesdp-tobidi, derstydl VI
Fire)

omsteriliserss
Férvares of éver 25° €1

Optipac* Knee

acin® Bone Cement R
Gentamicine 0.3 ¢
Giment chirurgical 3 durcissement rapide paur by
chirurgin caseuse, précarditionnd en systbme de
milings seus vide ~ rado<peaque
1 platews 30us bFatar sec s systhme e

252 lﬁm«hmmﬂm Teemade
N

Optipac* Knee i
cin® Bone Cement R L

Contamicing 0.3 g

Materia plastics & press rapide per chinurgia osses,

VW0t = radiompaca
1 vassalo b ster precantezienato con un wistema di

miscelazizne cantenente 25.2 g -h-n-ammu
©12.4 ml & manemers Iquids, acs

Cempoe nane:
Polvers: sclfate di gentamicing 0.5 ¢ fequtvalents

a03gd

ninuemmyk'h uuum

do sircanium, 0.2 g do pevsayde do senzoe

Lquu nu-mmlmuwm O2gde
Nediméeryleptbisive, crlorcatle |

No pas restériiser !
Tompérature muximte de stsckage 26° C !

20.7 ¢, dessids & Freonio
3.6 1, peressido di bessole 0.2 4

Liguidie: etnecacrilato 11.4 ¢,
NAmethealibaing 0.2 & choolls VIl

Nen risteriitzzare!
Canesrvare & tempavature non superior 8 25° Gf

3OS Optipac® Knee - Refobacin® Bone Cement R

P ¥ JUBWY dUOg UIORGOJRY
@au)| joedndo

Cywn

Vegerts meekn,

ONLY FOR TEXT AND POSITION NOT FOR COLOR

Optipac® Knee

Refobacin® Bone Cement R

; 1.’

[N @

GENTAMICIN
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3=  Optipac® 40 - Refobacin® Bone Cement R

[

Optipac® 40
Refobacin® Bone Cement R

opti * 40

:Il.l' Bone Cement R L) m:ln' Bone Cement R L
Centamicin 0.5 ¢ Centamicing 0.5 ¢

Mnnu-,mnm resin for pery ' e

1 ﬂmv-/ WIR 8 pre-posied mixing

cantainng 404 :Nm-vu-iwu wwi moramer
liqud, ascossories

Componition:

Powder: isnich siphal .4 ¢ arespansig

0 0.5 g gentamicin), pely , methyl
methacrylate) 13.6 5, umumuuu 12, benzod
perexige 0.3

Liquid: methyd methacrylate 104 ¢
Np-dmethybo-cbiidive 0.4 £, chiroshl VIl

Do not re-sterilise!
Maximum storage temparature 25° G/

1 wnm.lmmun siwtema de mezchdo

que cantiene 404 ¢ de palimers en
—dn y0 nh- morémen baudo accessron
Compaaicién:
Polve: sulfers de gustarmicina 0.8 £ [comespendente
205 g de gertamicing), pobjmetBserilate,
mecimetzoriie) 33.4 ¢ didxdo de cireonis 6.1 ¢
sertdo de benzedo 0.3 ¢
Uquide: metimetaccilato 104 ¢
N N-dimethptluiging 0.4 ¢, clorsfls VIl

iNo reestariizar!
No almacanar a tamparaturas superiorss 8 25° Cf

Optipac*® 40 * 40
Refobacin® Bone Cement R L 2."..".‘.2..- Bone Cement R =
Centamicin 0.5 ¢ Gentamicin 0.5 ¢
Kunststel! Ur die »

r . ot
1 Hstersehale mit vorgetilbem 1 Bl
mttnquza-l nnehillende 404 g
Menamertiissipn, 24 ‘seh 20 ml mansmenvitska, lbentr
Zusamme=setzung: Simmansdttning:

Pulber: 0.8 g Centamicinasllat [entspricht 0.5 ¢

Gentarrie, 33.6 ¢ Pobymemlict,

6.1 g rkoniumdond, 0.3 ¢ Benzeylperaxid

vluuo-: WAg uwmmmln 04g
methp-cbidin, G

Pulver: 0.4 g gercamicinsuliat (metwvarar 05 ¢
gentamicin), 33.6 ¢ polyimotbstryby, motimetacri,
3 EFpr——

Vitska: 104 ¢ medmataindet, 04 ¢
Nedimetybpetubiidin, kisalyl VN

Nicht mochaterilaieren! Fir o) smatentseras’

Nieht Qber 26° C lagern! Férvaras of bver 25° C

Optipac* 40 * 40

Refobacin® Bone Cement R m mn'mmn L]
Gentamicine 0.5 ¢ Gentamicine 0.5 ¢

Cimen ehirurgiesl & durcissement ragide paur b
chinwgie osseuse, prémcentitiont en systbme de
mélange saus wde - r
1 plisteau sous blster avec un syssbme de mélinge
cantenant 40.4 ¢ de patymére en poudee et 20 mlde.
menomive Iquice, accenores
Cempontion:
Peutke : 0.6 g de sellale de gentamicine jeermespendant
0.5 g de gentamicine), 33.6 g de pely{oerylute de

e, méchoorylste de métnyle), 6.1 g de dianyde
de zrconium, 0.3 ¢ e peraxyse de senzugde
Liquide : 16.4 ¢ de méthaceylate de méthyle, 0.4 ¢ de
NA-dmiéthyle-pasluidne, <Hiprosidle VI
No pas restériiver !
Tompérature marimels do stvskage 267 C 1

Materia pastica a prosa rapida per chinurgia sssea,
procorferionata in un sistema d miscalbszions sofie
wiolo- rasioopice

1 vasseio bster precenfezionato con un sivterms &
miscebiione centenente 40.6 g & pobere polimerics
20 ml o manamero Bauido, sccessori
Compssiziene:

Polvere: solisio d gercamicing 0.0 ¢ (equnallente
205 g di gentamicing], pob|metiserise,
metimatacring) 35,6 ¢ donsido 8l Bresnic

414, perossido di senoile 0.3 ¢

Uiquide: metmetaccilato 184 ¢

N Nedimetbpealui@ing 0.4 g clocorllla VIR

Naa risteritizzare!
Conservare & temperature non suparier a 25* C!

Y JUBWdY) duog cUIdR]OsSY
ot oedndo
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Optipac® 40

Refobacin® Bone Cement R
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Optipac® 60
Refobacin® Bone Cement R

* 60
e

mn' Bone Cement R
Gentamicin 0.6 ¢
Rapid caring synthetic resis for ore sargery
Bee-packnd in 4 vazusm misng system - radiopeque
1 blister tray With & sre-packed mixing system
centaining 61.3 ¢ palymer pawder and 30
monomer Bauld (2615 i, sccessaries.
Compasition:
Powder: gentamicn sulphote 1.3 ¢ [comespendng
o 0.0 ¢ gentamicn], pobimetnyl acrybate, mathyd

methacrynie] 503 g Frconium disside 9.2 g, berusyl
perciide 0.5 ¢
Liquid: methyl methacrylete 276 £,
N, 0sg

Optipac*® 60

M‘:In' Bone Cement R
Gentamicina 0.8 ¢

Cermants quiingco de endurecimionts répida, prremraade
o n sistema o meschado o vacio=ragiepaco

1 andja blater con un sistema de mezelads

3
30 m de manémers Bauido |215 i), atcesoriss
Composicita:
Pobvo: sulfato de gentamicing 1. ¢ (camespodiente
0.8 g do gentamicha), pol{metiacriato,
matinecacrilato) 0.3 g, diduids de circanio 9.2 £,
perdsige de beranlo 0.5 ¢
Liguido: metbvetocrato 276 ¢

. chorotle VN

onh 613 ¢ b cné 30 ]
Moromeriassigieit (2315 (|, Zubehde

Zusammensetzung:
Pudver: 1.3 g Gentamicinsufet (entsproht 0.6

Do met re-steriivel iNe ressterilizar
Mazimam storage temperature 25* G Vo almacenar » temperaturss suparisres 3 35° I
* 60 Opti
Prfobacint Bone Coment R ve Refol In‘lanﬂ:omll 3
Gentamicin 0.6 g Gentamioin 0.8 ¢
pakeserat | ot
1 Blaterschals m2 vorge(illtem Anmixchaystem, 1 slistertérpackning med ett frpaketerat
: p yy

¢
oth 30 | mosomenitsta (2615 i, 1lbehsc
Sammansbttein

%
Pulver: 1.2 g gentamicinsultat jmotswarer 0.8 ¢
metyimet

Ciment ehirurgicel 3 urcissement rapide pout Is

Gentamicin), $0.3 ¢ Palypmethylaent, memmlimethacnyiyg, gentamion], 503 ¢ pob
.2 g Drkanumdions, 0.5 ¢ Bemcoglpersnd aresnumdacd, 0.5 g bercofperand
muwnngwnmm 06¢ mu-znumnwmu;

MO mesyhe-okisin, Chisropny i VI NN matybpdeluidin,
Nieht nachstovitisioront Fir o omstoriiisaras!
Nieht dbar 25° C lagem! Férvaras of bver 26° I

* 60 . c* 60 r

REbucint Bone Cement R ] REicbacint Bone Cement R e
Gentamicine 0.8 ¢ Centumicina 0.8 ¢

Materia plastica & presa rapida per chirurgia osses,

mélinge sous vide ~ rosioopague

VUsto = radioopot

1 plateas sows bllster aves un sy
contanant 61 );ﬁ-bnmcnmhnlorﬂll
monomare lqude (2515 md, sccessores

Compesition :

1
miscelaziane carenenie ¢1.3 ¢ @ pobwere sclmerica
30 =l di monomero liquide (2515 ml, sccessari

Ne pas rostéritiver !
Tompérature maximale de stockege 25° C 1

Composizione:
Poudre: 1.5 ¢ eetammicine Palvere: solf Hlnunluu
403 g de gentarmicine], 50.3 £ de pobyacrate de 20.6 g & geatamicinal, -c\vml
memyle, de métide], 9.2 ¢ de showyde metimetacclato] 50.3 g, diossido i irorio 3.2 .
de gircanium, 05 ¢ de peraxyde de berzayle perassito o berzode 0.5 ¢
Liquide ; 276 ¢ de méthacrylate de méthyle, 0.6 ¢ de Liguido: metlmetacryie 274 ¢
NAdimémyleptodadne choropnyie VIl NNdmetp-tchiding 0.6 ¢, choroflls VIl

N ristertizzare!
Canvarvers & temparature men superiori a 25* CI

3T  Optipac® 60 - Refobacin® Bone Cement R

K Y JUsW=a) auog g uloeqoseY
09 goedndo

T

ONLY FOR TEXT AND mrnon NOT FOR COLOR
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Optipac® 60

Refobacin® Bone Cement R
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N (EES e
ONLY FOR TEXT AND POSITION NOT FOR COLOR
/ TB006003305F
Optipac® 80
Refobacin® Bone Cement R

e "m‘omo-mml bl 2.'&!::13"....0....:. L
Gemtamicin 1.0 Contamicing 1.0 ¢
Ragid caring synthate resin o Bare surgery c.mnmn

3OS Optipac® 80 - Refobacin® Bone Cement R

1 bvier tray with & pro-packed miking sysem
cantairing 81.6 § pelymer powder ang 40 ml masomer
Tiquid {2320 ml, sceessarios
Composition:

ntamion suphate 1.6 ¢ (csrresparding

endrecimierts rigiso,
o0 un sintems de mezclido of vecio - radispace.
1 Bandejo bister con un sistema de mezthade

6
¥ 40 mé de mantmero liaudo (2520 i), ccesariss
Composicibn:

Pollver sulfato ge gontamicing 1.6 £ [comespondiente

Powder:
t0 1.0 g gentamicin]. poly{methyl acrdste, metid
r2g de 12.2 g, benoyl

2 10 g de gentamicinal, palimetlacrilato,
2

L 22e
pecaside 0.6 ¢ s perdsis de banzal 0.6 ¢

Liguis methaes ‘e Uiquido: motimetacrilsto 34.8 ¢,
NA-dimetnyto-tehigine 0.8 g chiersphyll VIl N NEmetia-tobidins 0.8 '.d-‘ﬁll\l

De not remstevilive! N ressteritizer!

Maximum sterege temperature 25° Cf

Mo almacenar a femperaturas saperiores 4 25" C!

[J
a:r“-:::m Bone Cement R oe
Gentamisin 1.0 ¢

Optipac* 80
.."5";::2...- Bone Cement R =
Gentamicin 10 ¢

1 Hsterschale me vorgefillem Ammn-yﬂn.
ontnill 816 g Pobmersuboer urd

Menemerfsaighot 220 nw

Zusammens

Puler: 1.6 g Oantamicina e (entaprieht 1.0 ¢

Gestarmicii, 672 § Pebimethyfsentat.

122 § Bhaniumbesd, 0.6 § Benasytperace

pakmerat | ett vakusmebindringseystem = ranigentitt
1 sliseriicpackning med eet w-«ml

o 0 o maramannk (30 . e
itnag

Sammanai

Pulver: 1.6 g geatamicinaliet (metvarar 1.0
gentamiciny, §7.2 ¢ polylmetylakiylet, metyimetatrgat),
12.2 g Zrkeniameiodd, 0.6 £ benzsylperaxid

Alseighnit: 36.3 § Mesnylmethaceylat, 08 ¢ Viitska 36.8 g mesAnesainylet, 0.8
Dty kptobigin, Chlsropryl VIl NNt metybpmtel uidin, klaralyll VIR
Nieht machatovifisiorant Fir of omstariVenraal
Nicht Gbar 25° C lagomi Férvarae of évwr 25° €
o] [ * 80

'"{:'.w Bone Cement R L) -"';ﬁw Bone Cement R L
Gentamicine 1.0 ¢ Centamicing 1.0

Ciment ehirurgical b durcissement ragice pour b
ehiwge ossesse, pm-unm n wpstime de
mélange saus vide — rasicope

WMaleria plestics & press ragics per chivirgia onses,
precenfezienats  un sisema & miscelaziene solto
vusts = redismopata

1 pliees 3045 bister aves un sy

1 ster un sisteme di
i pabvere s

cantenant 81.6 wlge
manomece lqude (2420 mll secessores

© 40 ml di moramero Baukso (2x20 mh, scoessen
Composizione

Compastion
Poudre : 1.4 ¢ de silfone
1.0 g s geotamicirel, 67.2 ¢ ¢e polylacrylate de
, méthacrrie de mithylel, 12.2 ¢ so
de ticorium, 0.6 ¢ de parssyde de bency

Pobvere: soléoto d

# 10 g di gentamicinal. ul-rm

matimetscnlato] ¢ n;,dnu-umwu-uz;
peroaside &

Liquide : 34,8 ¢ de méthacrylats do méthyle, 0.6 g do u.-u:num«hm
NA-dmémyfepiodidine. chjereptylle VI N.N-AM-IMM;:HI-M
No pas restéritiser ! Now ristaritzzare!

wct C superioni 0 26 Cf

w03 i S Uncund Gwt
e

Y JUBWaY suog g uloeqosey
08 Pedndo

Optipac® 80

Refobacin® Bone Cement R
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Optipac’ Hip Set (40 2 80)

Refobacin® Bone Cement R

Optipac® Hip Set (40 2 80)
Refobacin® Bone Cement R

ot i At
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Optipac’ Hip Set (40 80)

Refobacin® Bone Cement R
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Inside sterile when indicator is green

Optipacé Knee

Refobacin® Bone Cement R

Optipac® Knee

Refobacin® Bone Cement R

Gentamicin 0.3 g

Rapid curing synthetic resin for bone surgery

pre-packed in a vacuum mixing system — radiopaque.

1 blister tray with a pre-packed mixing system containing 25.2 g
polymer powder and 12.4 ml monomer liquid, accessories.
Maximum storage temperature 25° C!

Inside sterile when indicator is green.

Optipac® Knee

Refobacin® Bone Cement R

Gentamicin 0,3 g

Schnellhéartender Kunststoff flr die Knochenchirurgie, vorgeflilit in
einem Vakuumanmischsystem — réntgenpositiv.

1 Blisterschale mit vorgefilitem Anmischsystem, enthalt 25,2 g
Polymempulver und 12,4 ml Monomerflussigkeit, Zubehor.

Nicht tber 25° C lagern!

Inhalt steril, wenn Indikator griin.

Optipac® Knee

Refobacin® Bone Cement R

Gentamicine 0,3 g

Ciment chirurgical & durcissement rapide pour la chirurgie osseuse,
pré-conditionné en systéme de mélange sous vide — radio-opaque.

1 plateau sous blister avec un systéme de mélange contenant 25,2 g de
polymére en poudre et 12,4 ml de monomere liquide, accessoires.
Température maximale de stockage 25° C !

Intérieur stérile si I'indicateur est de couleur verte.

EN

DE

FR

Optipac® Knee ES
Refobacin® Bone Cement R
Gentamicina 0,3 g

Cemento quirdrgico de endurecimiento rapido, preenvasado
en un sistema de mezclado al vacio — radiopaco.

1 bandeja blister con un sistema de mezclado preenvasado que contiene
25,2 g de polimero en polvo y 12,4 ml de monémero liquido, accesorios.
iNo almacenar a temperaturas superiores a 25° C!

Interior estéril si el indicador es de color verde.

Optipac® Knee SE
Refobacin® Bone Cement R

Gentamicin 0,3 g

Snabbhéardande syntetiskt bencement for ortopedisk kirurgi,

paketerat i ett vakuumblandningssystem — rontgentatt.

1 blisterférpackning med ett férpaketerat blandningssystem innehallande
25,2 g polymerpulver och 12,4 ml monomervétska, tillbehor.

Forvaras ej 6ver 25° C!

Sterilt inuti nar indikatorn ar gron.

Optipac® Knee IT
Refobacin® Bone Cement R

Gentamicina 0,3 g

Materia plastica a presa rapida per chirurgia ossea, preconfezionata
in un sistema di miscelazione sotto vuoto — radio-opaca.

1 vassoio blister preconfezionato con un sistema di miscelazione contenente
25,2 g di polvere polimerica e 12,4 ml di monomero liquido, accessori.
Conservare a temperature non superiori a 25° C!

Interiore sterile se l'indicatore & di colore verde.

[STERILE [EO] [STERILET A | & ® I::IE @ c € 0123

Not made with natural rubber latex

Responsible manufacturer: Verantwortlicher Hersteller: Fabricant responsable
Fabricante responsable: Ansvarig tillverkare: Produttore responsabile:
Biomet Orthopaedics Switzedand GmbH, Riedstrasse 6, CH-8953 Dietikon, Switzedand
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Inside sterile when indicator is green

Optipacé 40

Refobacin® Bone Cement R

Optipac® 40

Refobacin® Bone Cement R

Gentamicin 0.5 g

Rapid curing synthetic resin for bone surgery

pre-packed in a vacuum mixing system — radiopaque.

1 blister tray with a pre-packed mixing system containing 40.8 g
polymer powder and 20 ml monomer liquid, accessories.
Maximum storage temperature 25° C!

Inside sterile when indicator is green.

Optipac® 40

Refobacin® Bone Cement R

Gentamicin 0,5 g

Schnellhéartender Kunststoff flr die Knochenchirurgie, vorgeflilit in
einem Vakuumanmischsystem — réntgenpositiv.

1 Blisterschale mit vorgefiilitem Anmischsystem, enthalt 40,8 g
Polymempulver und 20 ml Monomerfliissigkeit, Zubehdr.

Nicht tber 25° C lagern!

Inhalt steril, wenn Indikator griin.

Optipac® 40

Refobacin® Bone Cement R

Gentamicine 0,5g

Ciment chirurgical & durcissement rapide pour la chirurgie osseuse,
pré-conditionné en systéme de mélange sous vide — radio-opaque.

1 plateau sous blister avec un systéme de mélange contenant 40,8 g de
polymére en poudre et 20 ml de monomere liquide, accessoires.
Température maximale de stockage 25° C !

Intérieur stérile si I'indicateur est de couleur verte.

EN

DE

FR

Optipac® 40 ES
Refobacin® Bone Cement R
Gentamicina 0,5 g

Cemento quirdrgico de endurecimiento rapido, preenvasado
en un sistema de mezclado al vacio — radiopaco.

1 bandeja blister con un sistema de mezclado preenvasado que contiene
40,8 g de polimero en polvo y 20 ml de monémero liquido, accesorios.
iNo almacenar a temperaturas superiores a 25° C!

Interior estéril si el indicador es de color verde.

Optipac® 40 SE
Refobacin® Bone Cement R

Gentamicin 0,5g

Snabbhéardande syntetiskt bencement for ortopedisk kirurgi,

paketerat i ett vakuumblandningssystem — rontgentatt.

1 blisterférpackning med ett férpaketerat blandningssystem innehallande
40,8 g polymerpulver och 20 ml monomervétska, tillbehor.

Forvaras ej 6ver 25° C!

Sterilt inuti nar indikatorn ar gron.

Optipac® 40 IT
Refobacin® Bone Cement R

Gentamicina 0,5 g

Materia plastica a presa rapida per chirurgia ossea, preconfezionata
in un sistema di miscelazione sotto vuoto — radio-opaca.

1 vassoio blister preconfezionato con un sistema di miscelazione contenente
40,8 g di polvere polimerica e 20 ml di monomero liquido, accessori.
Conservare a temperature non superiori a 25° C!

Interiore sterile se l'indicatore & di colore verde.

[STERILE [EO] [STERILET A | & ® I::IE @ c € 0123

Not made with natural rubber latex

Responsible manufacturer: Verantwortlicher Hersteller: Fabricant responsable
Fabricante responsable: Ansvarig tillverkare: Produttore responsabile:
Biomet Orthopaedics Switzedand GmbH, Riedstrasse 6, CH-8953 Dietikon, Switzedand
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Inside sterile when indicator is green

Optipac® 60
Refobacin® Bone Cement R

Optipac® 60 EN
Refobacin® Bone Cement R

Gentamicin 0.8 g

Rapid curing synthetic resin for bone surgery

pre-packed in a vacuum mixing system — radiopaque.

1 blister tray with a pre-packed mixing system containing 61,3 g
polymer powder and 30 ml monomer liquid (2 x 15 ml), accessories.
Maximum storage temperature 25° C!

Inside sterile when indicator is green.

Optipac® 60 DE
Refobacin® Bone Cement R

Gentamicin 0,8 g

Schnellhéartender Kunststoff flr die Knochenchirurgie, vorgeflilit in
einem Vakuumanmischsystem — réntgenpositiv.

1 Blisterschale mit vorgefilitem Anmischsystem, enthalt 61,3 g
Polymempulver und 30 ml Monomerflissigkeit (2 x 15 ml), Zubehdr.
Nicht tber 25° C lagern!

Inhalt steril, wenn Indikator griin.

Optipac°_ 60 FR
Refobacin® Bone Cement R

Gentamicine 0,8 g

Ciment chirurgical & durcissement rapide pour la chirurgie osseuse,
pré-conditionné en systéme de mélange sous vide — radio-opaque.

1 plateau sous blister avec un systéme de mélange contenant 61,3 g de
polymére en poudre et 30 ml de monomere liquide (2 x 15 ml), accessoires.
Température maximale de stockage 25° C !

Intérieur stérile si I'indicateur est de couleur verte.

Optipac® 60 ES
Refobacin® Bone Cement R
Gentamicina 0,8 g

Cemento quirdrgico de endurecimiento rapido, preenvasado
en un sistema de mezclado al vacio — radiopaco.

1 bandeja blister con un sistema de mezclado preenvasado que contiene 61,3 g
de polimero en polvo y 30 ml de monémero liquido (2 x 15 ml), accesorios.

iNo almacenar a temperaturas superiores a 25° C!

Interior estéril si el indicador es de color verde.

Optipac® 60 SE
Refobacin® Bone Cement R

Gentamicin 0,8 g

Snabbhéardande syntetiskt bencement for ortopedisk kirurgi,

paketerat i ett vakuumblandningssystem — rontgentatt.

1 blisterférpackning med ett forpaketerat blandningssystem innehéllande 61,3 g
polymerpulver och 30 ml monomervatska (2 x 15 ml), tillbehdr.

Forvaras ej 6ver 25° C!

Sterilt inuti nar indikatorn ar gron.

Optipac® 60 IT
Refobacin® Bone Cement R

Gentamicina 0,8 g

Materia plastica a presa rapida per chirurgia ossea, preconfezionata
in un sistema di miscelazione sotto vuoto — radio-opaca.

1 vassoio blister preconfezionato con un sistema di miscelazione contenente
61,3 g di polvere polimerica e 30 ml di monomero liquido (2 x 15 ml), accessori.
Conservare a temperature non superiori a 25° C!

Interiore sterile se l'indicatore & di colore verde.

[STERILE [EO] [STERILET A | & ® I::I:i] @ c € 0123

Not made with natural rubber latex

Responsible manufacturer: Verantwortlicher Hersteller: Fabricant responsable
Fabricante responsable: Ansvarig tillverkare: Produttore responsabile:
Biomet Orthopaedics Switzedand GmbH, Riedstrasse 6, CH-8953 Dietikon, Switzedand
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Inside sterile when indicator is green

Optipac® 80
Refobacin® Bone Cement R

Optipac® 80 EN
Refobacin® Bone Cement R

Gentamicin1.0g

Rapid curing synthetic resin for bone surgery

pre-packed in a vacuum mixing system — radiopaque.

1 blister tray with a pre-packed mixing system containing 81.6 g
polymer powder and 40 ml monomer liquid (2 x 20 ml), accessories.
Maximum storage temperature 25° C!

Inside sterile when indicator is green.

Optipac® 80 DE
Refobacin® Bone Cement R

Gentamicin 1,0 g

Schnellhéartender Kunststoff flr die Knochenchirurgie, vorgeflilit in
einem Vakuumanmischsystem — réntgenpositiv.

1 Blisterschale mit vorgefilitem Anmischsystem, enthalt 81,6 g
Polymemulver und 40 ml Monomerflissigkeit (2 x 20 ml), Zubehdr.
Nicht tber 25° C lagern!

Inhalt steril, wenn Indikator griin.

Optipac°_ 80 FR
Refobacin® Bone Cement R

Gentamicine 1,0g

Ciment chirurgical & durcissement rapide pour la chirurgie osseuse,
pré-conditionné en systéme de mélange sous vide — radio-opaque.

1 plateau sous blister avec un systéme de mélange contenant 81,6 g de
polymére en poudre et 40 ml de monomere liquide (2 x 20 ml), accessoires.
Température maximale de stockage 25° C !

Intérieur stérile si I'indicateur est de couleur verte.

Optipac® 80 ES
Refobacin® Bone Cement R
Gentamicinai,0 g

Cemento quirdrgico de endurecimiento rapido, preenvasado
en un sistema de mezclado al vacio — radiopaco.

1 bandeja blister con un sistema de mezclado preenvasado que contiene 81,6 g
de polimero en polvo y 40 ml de monémero liquido (2 x 20 ml), accesorios.

iNo almacenar a temperaturas superiores a 25° C!

Interior estéril si el indicador es de color verde.

Optipac® 80 SE
Refobacin® Bone Cement R

Gentamicin 1,0g

Snabbhéardande syntetiskt bencement for ortopedisk kirurgi,

paketerat i ett vakuumblandningssystem — rontgentatt.

1 blisterférpackning med ett forpaketerat blandningssystem innehéllande 81,6 g
polymerpulver och 40 ml monomervatska (2 x 20 ml), tillbehor.

Forvaras ej 6ver 25° C!

Sterilt inuti nar indikatorn ar gron.

Optipac® 80 IT
Refobacin® Bone Cement R

Gentamicina 1,0 g

Materia plastica a presa rapida per chirurgia ossea, preconfezionata
in un sistema di miscelazione sotto vuoto — radio-opaca.

1 vassoio blister preconfezionato con un sistema di miscelazione contenente
81,6 g di polvere polimerica e 40 ml di monomero liquido (2 x 20 ml), accessori.
Conservare a temperature non superiori a 25° C!

Interiore sterile se l'indicatore & di colore verde.

[STERILE [EO] [STERILET A | é‘ ® I::IE @ c € 0123

Not made with natural rubber latex

Responsible manufacturer: Verantwortlicher Hersteller: Fabricant responsable
Fabricante responsable: Ansvarig tillverkare: Produttore responsabile:
Biomet Orthopaedics Switzedand GmbH, Riedstrasse 6, CH-8953 Dietikon, Switzedand
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Inside sterile when indicator is green

Optipac® Hip Set - Refobacin® Bone Cement R

Optipac® 40

Optipac® 80
Gentamicin 0.5 g i 4 EN

Gentamicin 1.0 g

Rapid curing synthetic resin for bone
surgery pre-packed in a vacuum mixing
system — radiopaque.

1 blister tray with a pre-packed mixing
system containing 81.6 g polymer powder
and 40 ml monomer liquid (2 x 20 ml),
accessories.

Rapid curing synthetic resin for bone
surgery pre-packed in a vacuum mixing
system — radiopaque.

1 blister tray with a pre-packed mix-
ing system containing 40.8 g polymer
powder and 20 ml monomer liquid,
accessories.

Maximum storage temperature 25° C! Do not re-sterilise!
Inside sterile when indicator is green.

Optipac® 40

Optipac® 80
Gentamicin 0,5 g Pt DE

Gentamicin 1,0 g

Schnellhéartender Kunststoff fiir die
Knochenchirurgie, vorgeflllt in einem
Vakuumanmischsystem — réntgen-
positiv.

1 Blisterschale mit vorgefiilltem
Anmischsystem, enthalt 81,6 g
Polymerpulver und 40 ml Monomer-
fliissigkeit (2 x 20 ml), Zubehér.

Schnellhértender Kunststoff fuir die
Knochenchirurgie, vorgeflllt in einem
Vakuumanmischsystem — réntgen-
positiv.

1 Blisterschale mit vorgefiilltem
Anmischsystem, enthélt 40,8 g
Polymerpulver und 20 ml Monomer-
filissigkeit, Zubehar.

Nicht Uber 25° C lagem! Nicht nachsterilisieren!
Inhalt steril, wenn Indikator griin.

Optipac® 40

Gentamicina 0,5g

Cemento quirdrgico de endurecimiento
rapido, preenvasado en un sistema de
mezclado al vacio - radiopaco.

1 bandeja blister con un sistema de
mezclado preenvasado que contiene
40,8 g de polimero en polvo y 20 ml de
mondémero liquido, accesorios.

iNo almacenar a temperaturas superiores a 25° C! j{No reesterilisar!
Interior estéril si el indicador es de color verde.

Optipac® 80 ES
Gentamicina1,0 g
Cemento quirirgico de endurecimiento
rapido, preenvasado en un sistema de
mezclado al vacio - radiopaco.

1 bandeja blister con un sistema de
mezclado preenvasado que contiene
81,6 g de polimero en polvo y 40 ml de
monémero liquido (2 x 20 ml), accesorios.

Optipac® 40 Optipac® 80

Gentamicin 0,5g Gentamicin 1,0 g SE
Snabbhérdande syntetiskt bencement fér Snabbhardande syntetiskt bencement for
ortopedisk kirurgi, paketerat i ett vakuum-  ortopedisk kirurgi, paketerat i ett vakuum-
blandningssystem — rontgentatt. blandningssystem - rontgenttt.

1 blisterfdrpackning med ett forpaketerat
blandningssystem innehéllande 40,8 g

polymerpulver och 20 ml monomervétska,

tillbehér.

1 blisterforpackning med ett férpaketerat
blandningssystem innehéllande

81,6 g polymerpulver och 40 ml monomer-
vatska (2 x 20 ml), tillbehor.

Optipac® 40 Optipac® 80 FR

Gentamicine 1,09

Ciment chirurgical & durcissement
rapide pour la chirurgie osseuse,
pré-conditionné en systéme de mélange
sous vide - radio-opaque.

1 plateau sous blister avec un systéme
de mélange contenant 81,6 g de
polymére en poudre et 40 ml de mono-
mére liquide (2 x 20 mm), accessoires.

Gentamicine 0,5 g

Ciment chirurgical & durcissement
rapide pour la chirurgie osseuse,
pré-conditionné en systéme de mélange
sous vide — radio-opaque.

1 plateau sous blister avec un systéme
de mélange contenant 40,8 g de poly-
meére en poudre et 20 ml de monomére
liquide, accessoires.

Température maximale de stockage 25° C | Ne pas restéreliser !
Intérieur stérile si l'indicateur est de couleur verte.

Forvaras ej dver 25° C! Far ej omsteriliseras!
Sterilt inuti nér indikatorn ar gron.

Optipac® 40
Gentamicina 0,5 g

Materia plastica a presa rapida per
chirurgia ossea, preconfezionata in un
sistema di miscelazione sotto vuoto —
radio-opaca.

1 vassoio blister preconfezionato con
un sistema di miscelazione contenente
40,8 g di polvere polimerica e 20 ml di
monomero liquido, accessori.

Optipace 80 IT
Gentamicina1,0 g

Materia plastica a presa rapida per
chirurgia ossea, preconfezionata in un
sistema di miscelazione sotto vuoto —
radio-opaca.

1 vassoio blister preconfezionato con

un sistema di miscelazione contenente
81,6 g di polvere polimerica e 40 ml di
monomero liquido (2 x 20 mi), accessori.

Conservare a temperature non superiori a 25° Cl
Interiore sterile se l'indicatore & di colore verde.
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Not made with natural rubber latex

Responsible manufacturer: Verantwortlicher Hersteller: Fabricant responsable
Fabricante responsable: Ansvarig tillverkare: Produttore responsabile:
Biomet Orthopaedics Switzedand GmbH, Riedstrasse 6, CH-8953 Dietikon, Switzedand
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BIOMEI_ Refobacin” Bone Cement R | Traditional 510(k)

17 Sterilization and Shelf Life
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Sterilization and Shelf Life

BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

17.1 Subject Device: Sterilization

The subject device, Refobacin® Bone Cement R, is sterilized by a combination of
methods including ethylene oxide gas and sterile filtration. The powder is packed
into the primar pouch and
pouch and is sterilized

by ethylene oxide gas b

After blending, the components of the monomer (liquid) are sterilized via sterile
filtration and aseptically filled into the sterile ampoules by The sterile
ampoules are filled , and sealed-off again immediately. The
ampoules are packed in and sealed a . The sterilization
methods used for the powder (EO) and monomer (sterile filtration) components of
Refobacin® Bone Cement R are the same as for the powder (EO) and monomer
(sterile filtration) components of Palacos® G Bone Cement (K031673), thus they are
substantially equivalent.

Sterilization validations are complete for all Refobacin® Bone Cement R components.

17.1.1 Sterile Devices: Refobacin Bone Cement R

The subject device is provided sterile by exposure to ETO gas and sterile filtration as
follows:

Table 17.1: Monomer Sterile Filtratio
Filter Size

Sterility Validation Method

Sterilization Site

Labeling Packaging will display a statement that the device
has been sterilized using aseptic processing
techniques.

Table 17.2: Powder and Powder Pouch ETO Sterilization Information
Sterility Assurance Level (SAL) | 10°
Sterility Validation Method

Confidential and Proprietary
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Sterilization and Shelf Life

BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

17.1.2

Pyrogenicity No pyrogen-free claims are made.

Sterilization Site

All packages will display a statement that the
device has been sterilized by ETO.

Labeling

Steriliant residuals for EO sterilized powder components of Refobacin® Bone
Cement R is-. EO residuals measured during the sterilization validation of
Refobacin® Bone Cement R are in conformance with the limits identified in ISO
10993-7.

Optipac® Refobacin® Bone Cement R - Alternative
Packaging Configuration

Optipac®, the alternative packaging configuration, comes pre-filled with the
components of Refobacin® Bone Cement R (powder and liquid). As noted in Section
14, Optipac®-Refobacin® Bone Cement R is distributed as part of a convenience kit.
The pre-packaged powder (contained in mixing cylinder), the liquid monomer
(loaded into Softpac pouches via sterile filtration), and other convenience kit sterile,
single use-items are sterilized by ethylene oxide gas (EO) b

The sterilization methods used for the filling of the
monomer liquid into the sterilized softpac pouches (sterile filtration) and for the
final packaged Optipac® System (EO), are the same as those used for Palacos® G
Bone Cement (K031673), thus they are substantially equivalent.

Sterilization validations are complete for all Optipac®-Refobacin® Bone Cement R
components.

Confidential and Proprietary
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—

Steriliant residuals for EO sterilized powder components of the Optipac® ar
EO residuals of Optipac®-Refobacin® Bone Cement R are in conformance With

the limits identified in ISO 10993-7.

Table 17.3: Optipac® EO Sterilization Information

Sterility Assurance Level (SAL)

10°

Sterility Validation Method

Pyrogenicity

No pyrogen-free claims are made.

Sterilization Site

Labeling

All packages will display a statement that the
product has been sterilized by EO.

Confidential and Proprietary
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17.2

17.2.1

17.3

Packaging

Sterile Implants/Accessories

The packaging configurations for the subject device are summarized below.

Refobacin® Bone Cement R
The powder is packaged in a sealed inner pouch

that is

placed in a sealed secondary pouch

pouches are then packaged in a sealed aluminum/paper pouch. Labeling
information is provided on the inner pouch and aluminum/paper pouch. The
secondary pouch has a small orange label that notifies user to not use if the package
is damaged and that the contents are sterile. The monomer is packaged in amber-
glass ampoules. The ampoules are placed in an individual blister tray and a-
lid heat-sealed to the trays. Labeling information is provided on the ampoules and
IRN id. The sealed trays are placed in a cardboard insert for stability and placed
in the carton with the powder pouches, patient labels and IFU. Upon visual
comparison, this packaging configuration for the subject device is identical to the
packaging configuration for the predicate device.

Optipac®-Refobacin® Bone Cement R
The powder component is packaged in the mixing cylinder and secured via a
threaded sealing lid with gas permeable filter. A separate sealing lid and mixing rod
are included in the blister tray for mixing purposes. The monomer liquid is
packaged in Softpac pouches which are secured to the mixing cylinder via the blue
bag holders on the distal end of the mixing cylinder. As specified in Section 14,
different sizes of the Optipac®-Refobacin® Bone Cement contain the following in
addition to the powder cylinder, monomer pouches, and mixing rod as part of the
convenience kits:

e 1 breakaway cement nozzle (not included in the Knee version)

e 1 knee nozzle breakable (only included in the knee and 40 versions)

e 1 vacuum line with sterile filter

e 1 femoral pressurizer (only included in the 60 and 80 versions)
The sterile single use items-including the powder cylinder, monomer pouches, and
mixing rod are placed in a blister tray and a lid heat sealed to the tray. The
sealed tray is then placed in a polyethylene breather bag and placed in
cardboard boxes. Labeling information is provided on the breather bag and [kl
lid.

Shelf Life

Confidential and Proprietary

193



Sterilization and Shelf Life

BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

Refobacin® Bone Cement R

The shelf life of Refobacin® Bone Cement R was validated using a combination of
real-time and accelerated aging testing. The cement performance after aging was
validated using real time testing of Refobacin® Bone Cement R 40 components.
Samples were maintained in storage conditions as specified in the Instructions for
Use for 36 months (max. 25°C).

The samples met the
specifications for the powder, monomer, and final cement as provided in Section 14
for Refobacin® Bone Cement R 40 and the 20mL monomer liquid specification.

Packaging shelf life of the powder pouches was validated using samples accelerated
aged to the equivalent of 5 years.

met established acceptance criteria. Shelf life testing for blister trays with
ampoules was performed on EO sterilized samples that had been stored for 36
months real time. The packaging validation demonstrated that the blister tray
configuration maintains its integrity over the proposed 36-month shelf life.
Ampoules were visually inspected after testing and no changes to the ampoules
were noted. Based on the combined shelf life validations of the subject device and
packaging, a 36-month shelf life is appropriate.

The product is only intended for single use and the expiry date is clearly displayed in
the package label.

Optipac®- Refobacin® Bone Cement R

The shelf life of Optipac®-Refobacin® Bone Cement R was validated using a
combination of real-time and accelerated aging testing of the cement and its
packaging components.

Cement:

The cement performance after aging was validated using real time testing of
Optipac®-Refobacin® Bone Cement R 80 components. Samples were maintained in
storage conditions as specified in the Instructions for Use for 18 months (max. 25°C).

were examined. The
samples met the specifications for the powder, monomer, and final cement as
provided in Section 14 for Optipac®-Refobacin® Bone Cement R 80 and the 20mL
Optipac®-Refobacin® Bone Cement R monomer liquid specification.

Confidential and Proprietary
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Packaging:
Packaging shelf life testing was conducted with products, manufactured and
sterilized per standard procedures, maintained in storage conditions as specified in
the Instructions for Use for 18-months real time (max. 25°C). The breather bag,
blister tray, and outer carton were evaluated as part of a shelf life
assessment. The packaging components were visually inspected for defects and in
the case of the blister tray and breather bag if defects (e.g. scratches, bended
plastic) were noted, dye penetration tests were performed to assess the viability of
the seal. The breather bag blister tray, and outer carton met the
established acceptance criteria of the shelf life testing for an 18-month shelf life.

Additional functional testing was completed on Optipac® mixing cartridges that
were both real time and accelerated aged. The oldest existing products (including
EO sterilization) were _old. In order to bridge the final - gap
additional samples approximately twice the current shelf life were used in the
attached test report .
Functional characteristics of the Optipac® and its interactions with the other items

Confidential and Proprietary
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Sterilization and Shelf Life

BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

in the convenience kit were evaluated and found to meet the established
acceptance criteria.

Multiple components and their shelf lives have to be considered in determining the
shelf life of Optipac®-Refobacin® Bone Cement R. The cement and its components
meet the required specifications after 18 months of real time aging providing
evidence that the subject device performance is not adversely affected by aging.
The packaging (outer carton, breather bag, - blister tray) met established
acceptance criteria using 18-month real time samples that it maintains its integrity
for the duration of the 18-month shelf life. Changes to the monomer packaging do
not affect the 18-month shelf life as the stability for the packaging materials has
been demonstrated for 7+ year real time aged samples for the colored monomer.
Functionality of the plastic components of the Optipac® were evaluated utilizing a
combination of real time and accelerated aged samples and met established
acceptance criteria. Based on the combined shelf life validations of the subject
device and packaging, an 18-month shelf life is appropriate.

174 T
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Biocompatibility and Color Additives
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18.1

Biocompatibility

This submission includes devices which have direct patient contact. Refobacin®
Bone Cement R is intended for permanent implantation into the human body. The
intended body contact, including duration, of Refobacin® Bone Cement R is identical
to the intended contact of the predicate device Palacos® G (K031673).

A comparison of the subject device and
predicate device IFUs reveals the only difference in material composition between
the two devices is Refobacin® Bone Cement R powder does not contain a colorant;
only the monomer. Chlorophyll VIl is used as the colorant in Refobacin® Bone
Cement R which is the same as in the predicate device Palacos® G. Additionally, the
powder and monomer components of Refobacin® Bone Cement R and Palacos® G
are sterilized via the same methods (i.e., powder-EO, monomer-sterile filtration)
regardless of packaging configurations (i.e. Optipac®). EO residuals measured
during the sterilization validation of Refobacin® Bone Cement R and Optipac®-
Refobacin® Bone Cement R are in conformance with the limits identified in ISO
10993-7. As the subject and predicate device materials and sterilization methods are
the same and the subject device performance testing results to the predicate results
are equivalent, a full biocompatibility characterization of the subject device is not
required. Cytotoxicity testing was performed on the subject device as packaged in
both packaging configurations and the reports are included in Section 18.2.

Table 18.1: Palacos® G and Refobacin® Bone Cement R Powder and Monomer Material
Comparison

Palacos® G Powder Refobacin® Bone Cement R Material
Component Powder Component Standard
Poly(methyl acrylate, methyl Poly(methyl acrylate, methyl NA
methacrylate) methacrylate)

Zirconium Dioxide Zirconium Dioxide NA
Hydrous benzoyl peroxide Hydrous benzoyl peroxide NA
Gentamicin (as sulphate) Gentamicin (as sulphate) NA

Chlorophyll Vil No color additive NA
Monomer Component Monomer Component
Methyl methacrylate Methyl methacrylate NA
N, N-dimethyl-p-toluidine N, N-dimethyl-p-toluidine NA
Chlorophyll VIII in an oily Chlorophyll VIII* in an oily NA

Confidential and Proprietary
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solution, hydroquinone solution, hydroquinone

*See Section 18.2 for a copy of the Certificate of Analysis (COA)

As described above, Refobacin® Bone Cement R, as packaged with or without
Optipac®, is comprised of the same materials, has the same intended body contact,
and uses the same sterilization methods as Palacos® G and its materials which have
a long history of clinical use in orthopedic implants. Additionally results of
cytotoxicity testing indicate that Refobacin® Bone Cement R, packaged with or
without the Optipac®, does not possess cytotoxic potential. Therefore, Refobacin®
Bone Cement R meets the ISO 10993-1 standard requirements for biocompatibility
and no further characterization testing is required.

Confidential and Proprietary
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18.2 Test Reports/Certificate of Analysis

Confidential and Proprietary

217



PD)\a) 1 esuny



J)\T) 1 EoUlly



U)\“f) reotunl IU



ANV L |



o

N



(0)(4)lestng






(0)(4)lestng



ANV L |












(0)(4)lestng



(0)(4)lestng



(0)(4) l'esting



(0)(4)lestng












Software

BIOMEI_ Refobacin’ Bone Cement R | Traditional 510(k)

19 Software

237



Software

BIOMEI_ Refobacin’ Bone Cement R | Traditional 510(k)

19.1 Software

This device does not contain software; this section is not applicable to this
premarket notification [510(k)] submission.
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20 Electromagnetic Compatibility and
Electrical Safety
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20.1

Electromagnetic Compatibility and Electrical
Safety

This section is not applicable to this premarket notification [510(k)] submission. The
subject device does not require EMC and Electrical Safety evaluation.

Confidential and Proprietary

240



BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

21 Performance Testing — Bench

Confidential and Proprietary
241



Performance Testing - Bench

BIOMEI_ Refobacin® Bone Cement R | Traditional 510(k)

21.1

Performance Testing — Bench

Performance testing was conducted with Refobacin® Bone Cement R in support of
substantial equivalence. The following reports detail: 1) the methodology used to
demonstrate the device is substantially equivalent; 2) the results from the
performance tests and 3) the interpretation of this data from which these claims
were objectively established.  Collectively, these reports demonstrate the
Refobacin® Bone Cement R will perform as intended and is substantially equivalent
to the predicate device referenced in the submission.

Table 21.1 and 21.2 summarizes the results of the required testing outlined in ASTM
FA451 & I1SO 5833; copies of the reports are located in Section 21.2. Testing was
conducted on product exposed to ETO/sterile filtration and representative of the
final manufacturing process.

The summary tables below show that the subject device (including the subject
device packaged in Optipac®) meets all the consensus standards for bone cement,
as well as being substantially equivalent to the predicate device. However, as is to
be expected when performing such a large number and diversity of tests, the
summary also shows that there were several differences between the subject device
and the predicate device. Some of these differences were statistically significant. In
some cases, the predicate device outperformed the subject device, while in other
cases the subject device outperformed the predicate device. In nearly all of the
cases, the differences, even if statistically significant, were of small magnitude

This variation is in line with past cement
testing experiences, thus the test results demonstrate that the device is
substantially equivalent.

Table 21.1: Refobacin® Bone Cement R vs. Palacos® G*: Summary of Chemical,
Physical, Handling & Mechanical Testing

Confidential and Proprietary
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21.2 Test Reports
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22.1 Performance Testing - Animal

No animal testing was performed in support of this premarket notification;
therefore, this section is not applicable.
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Performance Testing - Clinical
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23.1 Performance Testing - Clinical

No clinical testing was performed in support of this premarket notification. This
section is not applicable to this submission.
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Heraeus

Heraeus Medical GmbH

K142157 - Page 1 of 3

61273 Wehrheim, Germany

PALACOS® R+G pro

Radiopaque bone cement with gentamicin

Special 510(k) 510(k) Summary

Date of summary

July 25" 2014

Applicant's name and address

Heraeus Medical GmbH
Philipp-Reis-Strate 8/13
61273 Wehrheim
Germany

Device trade name

PALACOS® R+G pro

Common name

PMMA Bone Cement

Classification

PMMA Bone Cement : Class Il special control per 21 CFR
888.3027

Cement Mixer for Clinical Use: Class | Exempt per 21 CFR
888.4210

Cement Dispenser: Class | Exempt per 21 CFR 888.4200

Classification name

Polymethylmethacrylate (PMMA) bone cement

Device code

LOD, MBB, KIH, JDZ

Identification of the marketed
device to which equivalence is

claimed

PALACOS® R+G, K031673

Reference device

SmartMix Cemvac Pre-filled with SmartSet GHV

Gentamicin bone cement, K053445

Description of the device

PALACOS® R+G pro is an acrylic bone cement for use in
orthopedic surgery. Itis formed from powder and liquid by
exothermic polymerization. It secures the fixation of the
grafted artificial joint improving the transfer of forces at the
interface implant - bone. The bone cement powder and
liquid of PALACOS® R+G pro are pre-packed in a vacuum
mixing and application system. This reduces the user steps
and processing time during mixing of the bone cement. It
also decreases the exposure to monomer fumes.

PALACOS® R+G pro is available in one size: 75 g and is

25 July 2014

Special 510(k) — 510(k) Summary, Page 1
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Heraeus

Heraeus Medical GmbH

K142157 - Page 2 of 3

61273 Wehrheim, Germany

PALACOS® R+G pro

Radiopaque bone cement with gentamicin

Special 510(k) 510(k) Summary

for single use. The PALACOS® R+G pro device includes:

« The mixing and application device pre-packed
with the bone cement powder

= One ampoule of monomer liquid pre-packed in a
monomer cartridge

= Accessories: a nozzle, a femur pressurizer, a
vacuum sealed vacuum tube and in a separate
box, an adaptor ring for the use with bone

cement gun

Indications for use

PALACOS® R+G pro is indicated for use in the second
stage of a two stage revision for total joint arthroplasty after

the initial infection has been cleared.

Comparison of technological

characteristics

Bone cement is derived by mixing a powder component
and a monomer liquid. The only difference between the
subject and predicate device exists in a change to the
primary packaging into a pre-packed application device to
simplify the user handling of the components.

Discussion of nonclinical tests

The  stabilty of liquid component, maximum
temperature, setting time, intrusion, compressive
strength, bending modulus and bending strength of
PALACOS® R+G pro was characterized per ISO 5833.
In addition, impact and bending strength were
measured according to Dynstat test method. EtO
sterilization was  validated per 1SO 11135.
Biocompatibility testing, including cytotoxicity, irritation,
sensitization, acute systemic toxicity, implantation,
genotoxicity and chemical characterization was
performed per ISO 10993.

Clinical performance data

No clinical data was provided.

25 July 2014
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Heraeus

Heraeus Medical GmbH

61273 Wehrheim, Germany

PALACOS® R+G pro

Radiopaque bone cement with gentamicin

Special 510(k) 510(k) Summary

Conclusions from nonclinical PALACOS® R+G pro is substantial equivalent to
and clinical data PALACOS® R+G.

Submitted by Dr. Astrid Marx

Phone: + 49 (0) 6181.35-2963
Fax: + 49 (0) 6181.35-2910

astrid.marx@heraeus.com

US contact information Aptiv Solutions,
62 Forest Street, Suite 300, Marlborough, MA 01752,
Tina Wu (Phone: +1 443.352.3909,

tina.wu@aptivsolutions.com)

25 July 2014 Special 510(k) — 510(k) Summary, Page 3
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
“, ﬁ Food and Drug Administration
LTI 10903 New Hampshire Avenue

Document Control Center — WO66-G609
Silver Spring, MD 20993-0002

Heraeus Medical GmbH September 5, 2014
Dr. Astrid Marx

Junior Regulatory Affairs Manager

Philipp-Reis-Strafie 8/13

61273 Wehrheim

Germany

Re: K142157
Trade/Device Name: PALACOS® R+G pro
Regulation Number: 21 CFR 888.3027
Regulation Name: Polymethylmethacrylate (PMMA) bone cement
Regulatory Class: II
Product Code: LOD, MBB, KIH, JDZ
Dated: July 25, 2014
Received: August 6, 2014

Dear Dr. Marx

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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class IIT (PMA), it
may be subject to 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
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 Part 801); medical device reporting (reporting of medical

544



Page 2 — Dr. Astrid Marx

device-related adverse events) (21 CFR 803); 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http://www.fda.gov/Medical Devices/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 Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

Mark N. Melkerson -S

Mark N. Melkerson

Director

Division of Orthopedic Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120

Food and Drug Administration Expiration Date: January 31, 2017

Indications for Use See PRA Statement below.

510(k) Number (if known)
K142157

Device Name
PALACOS® R+G pro

Indications for Use (Describe)

PALACOS® R+G pro is indicated for use in the second stage of a two stage revision for total joint arthroplasty after the
initial infection has been cleared.

Type of Use (Select one or both, as applicable)

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

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“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 number."”

FORM FDA 3881 (1/14) Page 1 of 1

PSC Publishing Services (301) 4436730  EF
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FDA CDRH DMC
JUN 2 22015

BIOMET Received
June 19, 2015 K /60860 /j/

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (W0O66-G609)
10903 New Hampshire Ave.

Silver Spring, MD 20993-0002

SUBIJECT: Traditional 510(k) — K150850: Refobacin® Bone Cement R- Request to remove AINN
hold

Dear Ms. Sloan:

This letter is being sent as a follow up to the telephone conversation and email correspondence
that occurred between June 1, 2015 and June 5, 2015 regarding an AINN hold for K150850.

Due to the Biomet-Zimmer merger, divestments of certain product lines were required. Biomet
had requested an AINN hold for K150850 until a full understanding of the divestment
agreements and their impact on the products presented in this submission could be reached.
Once a business strategy was identified Biomet was to respond to the Agency clarifying which,
if any, of the products would be withdrawn or if the submission as a whole would be
withdrawn.

Biomet would like to confirm at this time that it is requesting removal of the AINN hold and that
the Agency resume its review of all products currently included in the submission.

As per our telephone conversation on June 17, 2015 Biomet has included the response to the
most recent interactive request for additional information received via email on May 29, 2015.
The enclosed information is submitted in duplicate. An electronic copy is being provided with
this submission as one of the required copies; it is an exact duplicate of the paper submission.
If you require any additional information please contact me by phone (574-371-3024), fax (574-
372-1683) or email (carmen.albany@biomet.com) or, as an alternate contact Lynnette Jackson,
Vice President, Global Regulatory Affairs by phone (574) 372-3982 or email
(lynnette.jackson@biomet.com).



Sincerely,

Ll A % pa

Carmen Albany, DVM
Sr. Regulatory Affairs Specialist, US




DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval

OMB No. 0910-0120

Expiration Date: December 31, 2013
See PRA Statement on page 5.

Date of Submission
06/19/2015

SECTION A
PMA
[] original Submission
[] Premarket Report
[ ] Modular Submission
[] Amendment
[] Report
[] Report Amendment
[] Licensing Agreement

User Fee Payment ID Number

NA

PMA & HDE Supplement
[] Regular (180 day)

[] special

[ ] Panel Track (PMA Only)
[] 30-day Supplement

[] 30-day Notice

[] 135-day Supplement
[] Real-time Review

TYPE OF SUBMISSION
PDP

[] Original PDP

[ ] Notice of Completion

[ ] Amendment to PDP

FDA Submission Document Number (if known)

NA

510(k)
[] original Submission:
[] Traditional
[] special

Abbreviated (Complete
D section |, Page 5)

X] Additional Information
[] Third Party

Request for Feedback
[_] Pre-Submission
[] informational Meeting
[_] Submision Issue Meeting
[ ] pay 100 Meeting
[] Agreement Meeting
[] Determination Meeting
[] study Risk Determination

[] Report Amendment

Amendment to PMA & Other (specify):
[ Hoe Supplement ] (specify)
[] other
IDE Humanitarian Device Class Il Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class lll Designation
(De Novo)
[] original Submission [ ] original Submission [] original Submission [] original Submission []513(9)
[] Amendment [ ] Amendment [] Additional Information [] Additional Information [] other
[] Supplement [] Supplement (describe submission):
[] Report

Company / Institution Name

Biomet Inc.

Have you used or cited Standards in your submission?

SECTION B SUBMITTER, APPLICANT OR SPONSOR

Establishment Registration Number (if known)

X] Yes

[]No

1825034

(If Yes, please complete Section I, Page 5)

Division Name (if applicable)

Phone Number (including area code)

Biomet Manufacturing Corp. 574-371-3024

Street Address FAX Number (including area code)
56 East Bell Drive 574-371-1683

City State / Province ZIP/Postal Code Country
Warsaw IN 46581 USA

Contact Name
Carmen Albany, DVM

Contact Title

SECTION C
Company / Institution Name

Same as above

Sr. Regulatory Affairs Specialist

Contact E-mail Address

carmen.albany@biomet com

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

Division Name (if applicable)

Phone Number (including area code)

Street Address

FAX Number (including area code)

City

State / Province

ZIP Code

Country

Contact Name

Contact Title

Contact E-mail Address

FORM FDA 3514 (1/13)
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SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

[] New Device

[] withdrawal

|:| Additional or Expanded Indications

[] Request for Extension

|:| Post-approval Study Protocol

|:| Request for Applicant Hold

|:| Request for Removal of Applicant Hold

|:| Request to Remove or Add Manufacturing Site

|:| Change in design, component, or
specification:
|:| Software /Hardware
[] Color Additive
|:| Material
[] Specifications
|:| Other (specify below)

|:| Location change:
[] Manufacturer

|:| Sterilizer

[] Packager

|:| Process change:
|:| Manufacturing |:| Packaging
[] sterilization
|:| Other (specify below)

[] Response to FDA correspondence:

|:| Labeling change:
|:| Indications
[ Instructions
|:| Performance Characteristics
[] shelf Life
|:| Trade Name
|:| Other (specify below)

|:| Report Submission:
[] Annual or Periodic
|:| Post-approval Study
[] Adverse Reaction
|:| Device Defect
|:| Amendment

|:| Change in Ownership
|:| Change in Correspondent
|:| Change of Applicant Address

|:| Other Reason (specify):

SECTION D2 REASON FOR APPLICATION - IDE

[] New Device

|:| New Indication

[] Addition of Institution

|:| Expansion / Extension of Study
[] IRB Certification

|:| Termination of Study

|:| Withdrawal of Application

|:| Unanticipated Adverse Effect
|:| Notification of Emergency Use
|:| Compassionate Use Request
|:| Treatment IDE

|:| Continued Access

[] change in:
|:| Correspondent/Applicant
[] Design/Device
|:| Informed Consent
[] Manufacturer
|:| Manufacturing Process
[] Protocol - Feasibility
|:| Protocol - Other

|:| Sponsor

[] Report submission:
|:| Current Investigator
[] Annual Progress Report
|:| Site Waiver Report

[ Final

|:| Response to FDA Letter Concerning:
|:| Conditional Approval
|:| Deemed Approved
|:| Deficient Final Report
|:| Deficient Progress Report
|:| Deficient Investigator Report

|:| Disapproval

|:| Request Extension of
Time to Respond to FDA

|:| Request Meeting
|:| Request Hearing

[] other Reason (specify):

SECTION D3

|:| New Device

REASON FOR SUBMISSION - 510(Kk)

|:| Additional or Expanded Indications

|:| Change in Technology

X] Other Reason (specify):

Request for additional information

FORM FDA 3514 (1/13)

Page 2 of 5 Pages




SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
safety and effectiveness information
1| LOD 2| MBB 3 4
E 510 (k) summary attached
5 6 7 8 []510 () statement

Information on devices to which substantial equivalence is claimed (if known)

510(k) Number Trade or Proprietary or Model Name Manufacturer
K031673 Palacos G Heraeus Kulzer GmbH & Co.KG
1 1 1
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification name

Bone Cement

Trade or Proprietary or Model Name for This Device Model Number
1 | Refobacin Bone Cement R 1| 5003920002, 5003940001, 5003940002, 5003960001
2 | Optipac-Refobacin Bone Cement R 2| 5709500392, 5710500394, 5711500396, 5712500398,
3| Optipac-Refobacin Bone Cement R-continued 3| 5740500394
4 4
5 5

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

1 hone 2 3 4 5 6
7 8 9 10 11 12
Data Included in Submission
X’ Laboratory Tes ing D Animal Trials D Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicable) Device Class
MBB, LOD 888.3027 D Class | E Class Il

Classification Panel

[Jclassii [ ] Unclassified
Orthopedic

Indica ions (from labeling)
Refobacin Bone Cement R is indicated for use as bone cement in arthroplasty procedures of the hip, knee, and other joints to fix plastic and metal prosthetic parts to
living bone when reconstruction is necessary because of revision of previous arthroplasty procedures due to joint infection. The cement is indicated for use in the
second stage of a two stage revision for total joint arthroplasty after the initial infection has been cleared.

FORM FDA 3514 (1/13) Page 3 of 5 Pages



Note: Submission of the information entered in Section H does not affect the
need to submit device establishment registration.

SECTION H
& Original

[Jadd [ ]Delete

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION
Facility Establishment Identifier (FEI) Number

FDA Document Number (if known)

X] Manufacturer
[] contract Manufacturer

[] contract Sterilizer
D Repackager / Relabeler

Company / Institution Name

Biomet France SARL

Establishment Registration Number

3006946279

Division Name (if applicable)

Phone Number (including area code)

+33 (0) 475759100

Street Address

Plateau de Lautagne

FAX Number (including area code)

City

State / Province ZIP Code

Valence 26000

Country

France

Contact Name Contact Title

Christophe Mironneau

Facility Establishment Identifier (FEI) Number

X] original
[]Add [] Delete

Director Quality, Regulatory Compliance

Contact E-mail Address

christophe mironneau@biomet.com

[] Manufacturer
[] contract Manufacturer

[X] Contract Sterilizer
[] Repackager / Relabeler

Company / Institution Name

EMCMB.V.

Establishment Registration Number

9614559

Division Name (if applicable)

Phone Number (including area code)

+3124 3715252

Street Address

Middenkampweg 17

FAX Number (including area code)
+3124 3715253

City

Nijmegen

State / Province ZIP Code

6545 CH

Country
The Netherlands

Contact Name Contact Title

Patrick Guelen

Facility Establishment Identifier (FEI) Number

[X] original

[Jadd [ ]Delete

Customer Service Officer

Contact E-mail Address

customerservice(@emcm.com

[] Manufacturer
[] Contract Manufacturer

[X] Contract Sterilizer
[] Repackager / Relabeler

Company / Institution Name

Rose GmbH Medizin und Sternlisiertechnik

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

(0651) 82714-33

Street Address

GottbillstraBe 25-30

FAX Number (including area code)
(0651) 82714-44

City

Trer

State / Province ZIP Code

D-54294

Country
Germany

Contact Name Contact Title

Weber Jurgen

Contact E-mail Address

juergen weber.rose@datevnet.de

FORM FDA 3514 (1/13)
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized
Standard" statement.
Standards No. Standards Standards Title Version Date
Organization .
D732 ASTM Standard Test Method for Shear Strength of Plastics by Punch Tool 2010
1 04/01/2010
Standards No. Standards Standards Title Version Date
Organization . . "
5833 1SO Implant for Surgery-Acrylic Resin Cements Second Edition 2002
2 05/01/2002
Standards No. Standards Standards Title Version Date
Organization
F451 Standard Specification for Acrylic Bone Cement 2008
ASTM
3 08/01/2008
Standards No. Standards Standards Title Version Date
Organization
F2118 Standard Test Method for Constant Amplitude of Force Controlled 2010
ASTM Fatigue Testing of Acrylic Bone Cement Materials
4 12/01/2010
Standards No. Standards Standards Title Version Date
Organization . . . .
F1980 Standard Guide for Accelerated Aging of Sterile Barrier Systems for 2007
ASTM Medical Devices
5 04/01/2007
Standards No. Standards Standards Title Version Date
Organization
11135-1 Sterilization of health care products-Ethylene oxide-Part 1: 2007
IS0 Requirements for development, validation and routine control of a
6 sterilization process for medical devices 05-01-2007
Standards No. Standards Standards Title Version Date
Organization
13408-1 I1ISO Aseptic Processing of Health Care Products-Part 1: General
requirements-Second Edition
7 06/15/2008
2008
Please include any additional standards to be cited on a separate page.
This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW.*
The burden time for this collection of information is estimated to average 0.5 hour per response, including the time to review instructions, search
existing data sources, gather and maintain the data needed and complete and review the collection of information. Send comments regarding this
burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to:
Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
1350 Piccard Drive, Room 400
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.
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June 19, 2015

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (WO66-G609)
10903 New Hampshire Ave.

Silver Spring, MD 20993-0002

SUBJECT: Traditional 510(k) — K150850: Refobacin® Bone Cement R- Request to remove AINN
hold

Dear Ms. Sloan:

This letter is being sent as a follow up to the telephone conversation and email correspondence
that occurred between June 1, 2015 and June 5, 2015 regarding an AINN hold for K150850.

Due to the Biomet-Zimmer merger, divestments of certain product lines were required. Biomet
had requested an AINN hold for K150850 until a full understanding of the divestment
agreements and their impact on the products presented in this submission could be reached.
Once a business strategy was identified Biomet was to respond to the Agency clarifying which,
if any, of the products would be withdrawn or if the submission as a whole would be
withdrawn.

Biomet would like to confirm at this time that it is requesting removal of the AINN hold and that
the Agency resume its review of all products currently included in the submission.

As per our telephone conversation on June 17, 2015 Biomet has included the response to the
most recent interactive request for additional information received via email on May 29, 2015.
The enclosed information is submitted in duplicate. An electronic copy is being provided with
this submission as one of the required copies; it is an exact duplicate of the paper submission.
If you require any additional information please contact me by phone (574-371-3024), fax (574-
372-1683) or email (carmen.albany@biomet.com) or, as an alternate contact Lynnette Jackson,
Vice President, Global Regulatory Affairs by phone (574) 372-3982 or email
(lynnette.jackson@biomet.com).



Carmen Albany, DVM
Sr. Regulatory Affairs Specialist, US



Additional Information Response | June 19, 2015
Refobacin Bone Cement R | K150850

FDA QUESTION

BIOMET RESPONSE

Ql

Please provide a comparison of the Refobacin® Bone Cement
R 20 gentamicin content as compared to the 40g Palacos®

R+G predicate.

The calculation used to determine the gentamicin content of all sizes
of Refobacin® Bone Cement R and Optipac® Refobacin® Bone Cement
R is based on the amount of active gentamicin. For each size of
Refobacin® Bone Cement R and Optipac® Refobacin® Bone Cement R
in production, 1.25% of the base cement powder weight* is the
amount of active gentamicin added to the other cement powder
components. 1.25% is the same percentage of active gentamicin
added to the base cement powder weight for the 40g Palacos® R+G.
This means that the percentage of active gentamicin vs. base cement
powder weight is kept constant regardless of product size and patient
exposure to active gentamicin in the smaller subject device size is the
same as that in the predicate device.

*Base cement powder weight means the combined weight of all
other components of the cement powder without the gentamicin
component.

Confidential and Proprietary






