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MANUFACTURING CORP OCT 2 72009
510(k) Summary

Preparation Date: July 15, 2009

Applicant/Sponsor: Biomet Manufacturing Corp.

Contact Person: Susan Alexander

Proprietary Name: Cobalt TM MV with Gentamicin Bone Cement (also known as Cobalt TM G-MV)

Common Name: PMMA Bone Cement

Classification Name: Polymethylmethacrylate (PMMA) Bone Cement (21 CFR §888.3027)

Product Code: MBB (bone cement, antibiotic), LOD (bone cement)

Legally Marketed Devices to Which Substantial Equivalence is Claimed:
Cobalt TM G-HV Bone Cement K051532 Biomet Manufacturing Corp.
Simplex® P with Tobramycin Bone Cement K014199 Stryker Howmedica Osteonics

Device Description: Cobalt TM G-MV Bone Cement is a methyl methacrylate-styrene copolymer based acrylic
medium viscosity bone cement with gentamicin. CobaltTM G-MV Bone Cement provides two separate, pre-
measured sterilized components that when mixed form rapidly-setting radiopaque bone cement for use in
orthopedic surgery.

Intended Use: CobaltTM G-MV Bone Cement is an acrylic cement-like substance which allows seating and
fixation of the prosthesis to the bone. After complete polymerization, the cement acts as a buffer for even
weight distribution and other stresses between the prosthesis and the bone.

Indications for Use: CobaltTM G-MV Bone Cement 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 intended for use to affix a new prosthesis in the second phase of a two-stage revision after
the initial infection has been cleared.

Summary of Technologies: The technological characteristics of Cobalt TM G-MV Bone Cement are the
same as, or similar to, the predicate devices.

Non-Clinical Testing: Non-clinical laboratory testing was performed to determine substantial equivalence.
The results indicated that the device was functional within its intended use.

Clinical Testing: None provided as a basis for substantial equivalence.

All trademarks are property of Biomet, Inc, unless otherwise noted.
SimplexO Is a registered trademark of Stryker Howmedlca Osteonics.

Mailing Address: Shipping Address:
2O Box 87 SEtell Drve
Warsawv. IN 4- pIN 4I6582
Toll Free 9
Office 57-4 27 6639

M aulf F a 7 54 2 67,813 7
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room W-066-0609

Biomet, Inc. Silver Spring, MD 20993-0002

% Ms. Susan Alexander
56 East Bell Drive OCT 2 72009
P.O. Box 587
Warsaw, Indiana 46581

Re: K092150
Trade/Device Name: CobaltTM MV with Gentamicin (aka CobaltTM G-MV) Bone Cement
Regulation Number: 21 CFR 888.3027
Regulation Name: Polymethylmethacrylate (PMMA) bone cement
Regulatory Class: II
Product Code: LOD, MBB
Dated: October 7, 2009
Received: October 8, 2009

Dear Ms. Alexander:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (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
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.
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Page 2 - Ms. Susan Alexander

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucml 15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR 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/MedicalDevi es/Safety/ReportaProblemn/default.htrn for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http ://www.fda. gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Mark N. Melkerson
Director
Division of Surgical, Orthopedic,

and Restorative Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known):

Device Name: Cobalt TM MV with Gentamicin (aka Cobalt TM G-MV) Bone Cement

Indications For Use:

Cobalt T M MV with Gentamicin Bone Cement 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
intended for use to affix a new prosthesis in the second phase of a two-stage
revision after the initial infection has been cleared.

Prescription Use X 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)

Division of Surgical, 0 oedic,
and Restorative Devices

510(k) Number ,. 1

Page 1 of 1
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room W-066-0609

Biomet, Inc. Silver Spring, MD 20993-0002
% Ms. Susan Alexander
56 East Bell Drive OCT 2 77009
P.O. Box 587
Warsaw, Indiana 46581

Re: K092150
Trade/Device Name: CobaltTM MV with Gentamicin (aka CobaltTM G-MV) Bone Cement
Regulation Number: 21 CFR 888.3027
Regulation Name: Polymethylmethacrylate (PMMA) bone cement
Regulatory Class: II
Product Code: LOD, MBB
Dated: October 7, 2009
Received: October 8, 2009

Dear Ms. Alexander:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976: the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal -Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of

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

If your device is classified (see above) into either class II (Special Controls) or class III (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
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.
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Page 2 - Ms. Susan Alexander

If you desire specific advice for your device on our labeling regulation (.21 CFR Part 801), please
go to http://www.fda. gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucmn I1I5809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (2t
CFR Part 803), please go to
http://www.fda.gov/MedicalDevi~~es/Safet¥/Repor-taProblem/defanlt.htm- for the CDRH's Office
of Surveillance and Biometrics/D/v/sion of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 63 8-2041 or (301) 796-71 00 or at its Intemnet address
http)://www.fda.gov/MedicalDevices/ResourcesforYou/lndustr-y/default.htm.

Sine rely yours i/

Mark N. Melkerson
Director
Division of Surgical, Orthopedic,

and Restorative Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known):

Device Name: Cobalt TM MV with Gentamnicin (aka Cobalt TM G-MIV) Bone Cement

Indications For Use:

CobalJt T M MV with Gentamicin Bone Cement 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
intended for use to affix a new prosthesis in the second phase of a two-stage
revision after the initial infection has been cleared.

Prescription Use X AND/OR Over-the-Counter Use--NO
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRd.I E BELOW THIS LINE-CONTINuE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Div i~sionoign O A, Ohopedic,
and Restorative Devices

5 10(k) Number....._ ~ '

Page I of I
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
w

%. ' lkAn U S. Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center - W066.G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

October 09, 2009

BIOMET, INC. 510k Number: K092150

56 EAST BELL DR. P.O. BOX 587
Product: COBALT MV WITH GENTAMICIN

WARSAW, INDIANA 46581-0587
UNITED STATES
ATTN: SUSAN ALEXANDER

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document

Mail Center (HFZ-401) at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceReulationafldGuidance/GuidanceDocuments/ucIf8 94 02 .htm. On

August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
51 0(k)s. This guidance can be found at
http://www.fda.gPv/MedicalDevices/DeviceRegulatiaiiaet65.htm. Please
refer to this guidance for assistance on how to format an original submission for a Traditional'or Abbreviated
5 10(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer

Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

510(k) Staff
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;C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
w

U.S. Food and Drug Administration
A. 3'ni 4

~ "q ~ Center for Devices and Radiological lcalth
Document Mail Center - W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

September 28, 2009

51 Ok Number: K092150
BIOMET, INC. Product: COBALT MV WITH GENTAMICIN (AKA
56 EAST BELL DR. P.O. BOX 587

WARSAW, INDIANA 46581-0587

UNITED STATES

ATTN: SUSAN ALEXANDER

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center (HFZ-401) at the above letterhead address. Correspondence sent to any address other than

the one above will not be considered as part of your official premarket notification submission. Also, please note
the new Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication
with Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax
and e-mail practices at
http://www.fda.gov/Medica]Devices/DeviceReg ulationandGuidance/GuidaflceDocumlents/ucmO8 9 402 .htl.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your

510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to

respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these

issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:

http://www.fda.gov/MedicaiDevices/DeviceReguilationandGuiidanice/Overview/Medica]DeviceProvisionsofFDAModer-
nizationAct/ucm 136685.htm.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(l)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment". If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is

to assist agency staff and the device industry in understanding how various FDA and industry actions that may be

taken on 51 0(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at
http:/www.fda.ov/Med~icaDevice~s/DeviceReguiationandGuidance/GuidanceDOcuments/ucm~89735.htm. Pursuant

to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 5 10(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission.
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Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely yours,

Marjorie Shulman
Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health
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a< DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville, Maryland 20850

July 16, 2009

510k Number: K092150
BIOMET, INC.

56 EAST BELL DR. P.O. BOX 587 Received: 7/16/2009

WARSAW, INDIANA 46581-0587 Product: COBALT MV WITH GENTAMICIN (AKA

UNITED STATES
ATTN: SUSAN ALEXANDER

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received

the Premarket Notification, (5 10(k)), you submitted in accordance with Section 5 10(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.

Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned

your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your

510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC)(HFZ-401) at the above letterhead address. Correspondence sent to any address other than the

one above will not be considered as part of your official 510(k) submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
- 2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at http://www.fda.gov/cdrh/mdufma/index.html
for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form
(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3 6 54.pdf.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form (http://www.fda.2zov/opacom/morechoices/fdaforms/FDA-3 6 74 .pdO) accompany 51 0(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: "Certifications To Accompany Drug, Biological
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Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007"
(http://www.fda.gov/oc/initiatives/fdaaa/guidance certifications.html). According to the draft guidance, 5 10(k)
submissions that do not contain clinical data do not need the certification form.

Please note the following documents as they relate to 510(k) review: I) Guidance for Industry and FDA Staff

entitled, "Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,

Original BLAs and BLA Supplements". This guidance can be found at
http://www.fda.gov/cdrh/ode/guidance/1655.pdf. Please refer to this guidance for information on a formalized

interactive review process. 2) Guidance for Industry and FDA Staff entitled, "Format for Traditional and

Abbreviated 510(k)s". This guidance can be found at www.fda.gov/cdrh/ode/guidance/1567.html. Please refer to
this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing

so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under

CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,

HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at www~fda.gov/cdrh/elecsub.html. In addition, the 510(k) Program Video is now available foi
viewing on line at www.fda.gov/cdrh/video/510k.wmv

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice

www.fda.gov/cdrh/devadvice/'. If you have questions on the status of your submission, please contact DSMICA at

(240) 276-3150 or the toll-free number (800) 638-2041, or at their Internet address
http://www.fda.gov/cdrh/dsma/dsmastaf.html. If you have procedural questions, please contact the 510(k) Staff at
(240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health
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MANUFACTFURING CORP.

July i5, 2009

FD,4 CDRi. DC
Document Mail Center (HFZ-401)
Center for Devices and Radiological Health jut
Food and Drug Administration 1 6 2009
9200 Corporate Boulevard
Rockville, Maryland 20850 ceived

RE: 510(k) Premarket Notification
Cobalt'TM G-MV Bone Cement
Device User Fee ID Number: MD6043278-956733

Dear Sir or Madam:

Enclosed is a 510(k) notification for Cobat'TMMV with Gentamicin (also known as Cobalt TM G-MV) Bone Cement. We
believe this PMMA bone cement with antibiotic is substantially equivalent* to other PMMA bone cements with
antibiotic on the market.

This submission has been prepared in keeping with the FDA document "Guidance for Industry and FDA Staff:
Format for Traditional and Abbreviated 510(k)s" (August 12, 2005). Per the instructions accessed at
http://www.fda.gov/cdrh/elecsub.html an electronic copy is being provided with this submission and it is an
exact duplicate of the original paper submission.

Type of 510(k): Traditional

Common or Usual Name: PMMA Bone Cement with antibiotic

Applicant/Manufacturer/Specification Holder:
Biomet Manufacturing Corp.
56 East Bell Drive
P.O. Box 587
Warsaw, Indiana 46581-0587
FDA Registration Number: 1825034

Contact Person: Alternate Contact Person:
Susan Alexander Tracy Bickel Johnson
Regulatory Affairs Specialist Director, Clinical and Regulatory Affairs
Biomet Manufacturing Corp. Biomet Orthopedics, Inc.
P.O. Box 587 P.O. Box 587
Warsaw, Indiana 46581-0587 Warsaw, Indiana 46581-0587
Phone: 574.267.6639 Phone: 574.267.6639
Fax: 574.372.1683 Fax: 574.372.1683
Email: sue.alexander@biomet.com Email: tracy.johnson~biomet.com

Mailing Address: Shipping Address:
& - RO. Box 587 56 East Bell Drive

Warsaw, IN 46581-0587 Warsaw, IN 46582
Toll Free: 800.348.9500
Office: 574267,6639
Main Fax: 574.267.8137
wnnrbiomet corn
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Page 2 of 3
510(k) Notification: Cobalt TM G-MV Bone Cement
Biomet Manufacturing Corp.

Device Information:
Classification Name Polymethylmethacrylate (PMMA) Bone Cement, 21 CFR §888.3027
Device Classification II
Panel Orthopedics
Device Product Code MBB, LOD
Previous FDA Status None
Basis for Submission New device

Design and Use of the Device:

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 C)? X
Does the device contain components derived from tissue or other biological device? X
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

Confidentiality: With the exception of the 510(k) Summary and Indications for Use Form, Biomet
Manufacturing Corp. considers the contents of this submission confidential until released by the sponsor.

To assist in the review of this submission, the table on the following page gives the location in this submission of
the items requested in FDA document "Guidance for Industry and FDA Staff, Format for Traditional and
Abbreviated 510(k)s"(August 12, 2005).

Permission to fax or e-mail information related to this submission is granted by the Sponsor.

Sincerely,

Susan Alexander
Regulatory Affairs Specialist
Biomet Manufacturing Corp.

*Any statement made in conjunction with this submission regarding and/or a determination of substantial
equivalence to any other product is intended only to relate to whether the product can be lawfully marketed
without pre-market approval or reclassification and is not intended to be interpreted as an admission or any
other type of evidence in patent infringement litigation. [Establishment Registration and Premarket Notification
Procedures, Final Regulation, Preamble, August 23, 1977, 42 FR 42520 (Docket No. 76N-0355)]
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Executive Summary
CobalJt TM G-MV Bone Cement

Introduction
Cobalt TM MV with gentamicin (also known as Cobalt TM G-MY) Acrylic Bone Cement is a methyl
methacrylate-styrene copolymer based acrylic bone cement with a medium viscosity. Cobalt TM

G-MV includes gentamicin, a broad spectrum antibiotic, Biomnet has developed this bone
cement to expand its product line and to provide orthopedic surgeons the option of a medium
viscosity, antibiotic-loaded bone cement with excellent handling characteristics. In addition, the
cement features a color additive to serve as an optical marking during orthopedic surgery.

Device Description
Cobalt TM G-MV is formed when two separate, pre-measured sterilized components, a powder
copolymer and liquid monomer, are mixed to form a fast-setting radiopaque bone cement for
use in orthopedic surgery. Mlixing of the two sterile components initially produces a paste that
is used to anchor the prosthesis, or to fill an osseous defect. The powder contains 10%
zirconium dioxide as an x-ray contrast medium. The hardened bone cement allows stable
fixation of the prosthesis and transfers mechanical stresses produced during movement from
the prosthesis to the bone via the large interface between the cement and the bone. FD&C
blue #2 Aluminum Lake color additive serves as an optical marking of the bone cement at the
site of the operation. The gentamnicin component is a broad spectrum antibiotic.

CobalJt T M G-MV Bone Cement can be mixed in an open bowl or in a vacuum mixer, and is
applied to the operative site either manually or with a bone cement gun.

;Risk Assessment
Biomet performed a risk assessment for CobalJt TM G-MV and identified no additional risks outside
the risks identified in Class II, Special Controls Guidance: Po/ymethy/methacry/ate (PMMA) Bone
Cement.' Guidance for Industry and FDA (~July 17, 2002). The risks associated with CobalJt TM G-
MV Bone Cement are the same as those associated with the predicate Simplex® P with
Tobramycin (K014199). The risk assessment is included in the design history file for CobalJt TM

G-MV and can be accessed at any future FDA inspection.

Intended Use
CobalJt TM G-M~V Bone Cement is an acrylic cement-like substance which allows seating and
fixation of the prosthesis to the bone. After complete polymerization, the cement acts as a
buffer for even weight distribution and other stresses between the prosthesis and the bone.

Indications for Use
CobalJt T M G-MY Bone Cement 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 intended for use to affix a new prosthesis in the second phase of a
two-stage revision after the initial infection has been cleared.

ES - Page 1 of 3
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Device Comparison Table

Cobalt'" G-MV CobalItT'G-H V Simplex® P w!
Tobramycin

510(k) No. New K051532 K0 14199

Cement Design Cobalt'" G-MV Bone Cement Cobalt TM HV Bone Cement Surgical Simplex® P
provides two separate, pre- provides two separate, pre- provides two separate, pre-

measured sterilized measured sterilized measured sterilized
components which when components which when components which when

mixed form radiopaque fast- mixed form radiopaque fast- mixed form radiopaque fast-
setting bone cement. setting bone cement. setting bone cement.

Cement Powder component/ Powder component/ Powder component/
Materials liquid moohomer liquid monomer liquid monomer

Powder Methyl methacrylate-styrene Methylmethacrylate- M~ethyl methacrylate-
Component copolymer methacrylate copolymer with styrene-copolymer

29.83g FD&C Blue No. 2 Aluminum 30.00g
Lake 33.86 - 33.42g

Poly(methyl methacrylate) Polymethyl methacrylate
6.00g --- 6.0Og

Zirconium dioxide Zirconium dioxide Barium Sulfate, U.S.P.
4.B0g 5.94g 4.00g

FD&C Blue No. 2 ---. . ..
Aluminum Lake

O.05g

Residual benzoyl peroxide --- Residual benzoyl peroxide
(0.44g) (0.51g)

Benzoyl peroxide Benzoyl peroxide,
(hydrous 75%) (hydrous 75%)

0.12g 0.20 - 0.64g

Gentamicin sulfate Gentamnicin sulfate Tobramycin Sulfate
(equivalent to 0.50g (equivalent to 0.509 1.0g active

Gentamicin) Gentamicin)
0.84g 0.84g

Liquid Methylmethacrylate Methylmethacrylate M ethylmethacrylate
Monomer (moohomer) (monomer) (monomer)
Component 18.424g 18.4249 97.4% v/v

N,N-dimethyl-p-toluidine N,N-dimethyl-p-toluidine N, N-dimethyl-p-toluidine
0.376g 0.376g 2.6% v/v

Hydroquinone Hydroquinone Hydroquinone
60 ± 20ppm 60 ± 20ppm 75 ± 15ppm

ES - Page 2 of 3
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Cobalt'" G-MV Cobalt TM G-HV Simplex®D P w/
Tobramycin

Sterilization Powder Component Powder Componen t Powder Component
Ethylene Oxide (EtO) Ethylene Oxide (EtO) Gamma irradiation

Liquid Monomer Component Liauid Monomer Component Liqluid Monomer Component
Sterile Membrane Filtered Sterile Membrane Filtered Membrane Filtration

Packaging Powder Componen t Powder Component Powder Component
Packaged in a gas permeable Packaged in a gas Packaged in sterile packet,
sterile packet, enclosed in a permeable sterile packet, enclosed in a sterile

sterile foil protective enclosed in a sterile paper- protective package
overwrap foil protective overwrap

Liquid Monomer Component
Liquid Monomer Component Liquid Monomer Component Pre-sterilized ampoule,

Sterile Flexible film packet Sterile Flexible film packet enclosed in a pre-sterilized
I ampoule packag]e

Anatomical Osseous tissue Osseous tissue Osseous tissue
ISites

Mechanical Testing
Extensive/in vitro testing was performed in accordance with Class [~, Special/Controls Guidance:
Po/ymethy/methacry/ate (PMMA) Bone Cement,' Guidance for Industry and FDA (July 17, 2002)
to demonstrate the equivalence of Cobalt'" G-MV Bone Cement to the predicate Simplex® P
with Tobramycin Bone Cement (K014199). Testing information is included in the Mechanical
Testing section of this submission.

ES - Page 3 of 3
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Indications for Use

510(k) Number (if known):

Device Name: Cobalt TM MV with Gentamicin (aka Cobalt Tm G-NV) Bone Cement

Indications For Use:

CobalJt TM MV with Gentamicin Bone Cement 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
intended for use to affix a new prosthesis in the second phase of a two-stage
revision after the initial infection has been cleared.

Prescription Use X 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)

Page 1 of 1

iu
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MANUFACTURING CORP.

510(k) Summary

Preparation Date: July 15, 2009

Applicant/Sponsor: Biomet Manufacturing Corp.

Contact Person: Susan Alexander

Proprietary Name: Cobalt M MV with Gentamicin Bone Cement (also known as CobaltTMG-MV)

Common Name: PMMA Bone Cement

Classification Name: Polymethylmethacrylate (PMMA) Bone Cement (21 CFR §888.3027)

Product Code: MBB (bone cement, antibiotic), LOD (bone cement)

Legally Marketed Devices to Which Substantial Equivalence is Claimed:

Cobalt Tm G-HV Bone Cement K051532 Biomet Manufacturing Corp.
Simplex® P with Tobramycin Bone Cement K014199 Stryker Howmedica Osteonics

'Device Description: CobaltUM G-MV Bone Cement is a methyl methacrylate-styrene copolymer based acrylic
medium viscosity bone cement with gentamicin. CobaltTm G-MV Bone Cement provides two separate, pre-
measured sterilized components that when mixed form rapidly-setting radiopaque bone cement for use in
orthopedic surgery.

Intended Use: Cobalt" m G-MV Bone Cement is an acrylic cement-like substance which allows seating and
fixation of the prosthesis to the bone. After complete polymerization, the cement acts as a buffer for even
weight distribution and other stresses between the prosthesis and the bone.

Indications for Use: Cobalt Tm G-MV Bone Cement 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 intended for use to affix a new prosthesis in the second phase of a two-stage revision after
the initial infection has been cleared.

Summary of Technologies: The technological characteristics of Cobalt TM G-MV Bone Cement are the
same as, or similar to, the predicate devices.

Non-Clinical Testing: Non-clinical laboratory testing was performed to determine substantial equivalence.
The results indicated that the device was functional within its intended use.

Clinical Testing: None provided as a basis for substantial equivalence.

All trademarks are property of Btomet Inc. unless otherwise noted
SimplexA is a registered trademark of Stryker Howmedica Osteonics

Mailing Address: Shipping Address:
P.O Bo, 587 65 East Bell Di,e

arsaw, IN 26581.0587 Wtrsai, IN 46562
TOil Fre': S00 3469500
Office. 574 267 6639
MaIn F: 574257.8137
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Device Description - Cobalt TM G-MV Bone Cement

Introduction
CobalJt TM MV with Gentamicin (also known as Cobalt TM G-MV) Acrylic Bone Cement is a methyl
methacrylate-styrene copolymer based acrylic bone cement with a medium viscosity.

Device Description
CobalJt T M G-MV bone cement is formed when two separate, pre-measured sterilized components,
a powder copolymer and liquid monomer, are mixed to form a radiopaque, rapidly-setting bone
cement for use in orthopedic surgery. Mixing of the two sterile components initially produces a
paste that is used to anchor the prosthesis, or to fill an osseous defect. The hardened bone
cement allows stable fixation of the prosthesis and transfers mechanical stresses produced
during movement from the prosthesis to the bone via the large interface between the cement
and the bone.

The powder component, supplied in a gas-permeable packet, consists of 40 grams of powder
with the following composition:

Methyl methacrylate-Styrene copolymer 28.95-29.60 grams (74.575%)
Polymethyl methacrylate 6.00 grams (15.000%)
Zirconiure Dioxide 4.00 grams (10.000%)
FD&C Blue No. 2 Aluminum Lake 0.05 grams (0.125%)
Benzoyl Peroxide 0.35-1.00 grams (0.300%)
Gentamicin sulfate (equivalent to 0.50g 0.84 grams
gentamicin)

The liquid component is supplied in a flexible packet. It consists of 20ml of liquid (monomer)
with the following composition:

· Methyl methacrylate (stabilized with 18.424 grams (98.0%)
hydroquinone)

• N,N-dimethyl-p-toluidine 0.376 grams (2.0%)

The powder contains 10% zirconium dioxide as an x-ray contrast medium. To assist in
distinguishing between bone and cement within the surgical field, blue pigment (FD&C Blue No.
2 Aluminum Lake) is added to the powder to produce a bluish tint in the final cement. This color
additive may be used safely at a level not to exceed 0.1 percent by weight of the bone cement,
per 21 CFR 74.3102 (Tab A). The target concentration for this colorant in the powder
component of Cobalt TM G-MV is 0.125% by weight. As the weight of the powder component is
40g, and the weight of the liquid component is 18.8g (20ml x 0.94g/ml), the total weight of a
single unit of cement is 58.8g. Therefore, the target concentration of the colorant FD&C Blue
No.2 Aluminum Lake in Cobalt TM G-MV Bone Cement, after mixing the powder and liquid
components, is 0.0849% (0.125% x 40g/58.8g).

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 3 minutes can be manipulated for about 5
minutes (at 23°C [730F]). (See curves and tables below for temperature variations.)

DD - Page I of 15
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The temperature versus set time curves and tables set out below and in the package insert (Tab
B of this section) provide information for temperature variations. Cobalt T M G-MV Bone Cement
can be mixed in an open bowl or in a vacuum mixer, and is applied to the operative site either
manually or with a bone cement gun.

Open Bowl Mixing at Ambient Temperatures
Ambient and component temperature 18 ° C 200 C 230 C
Mixing time 0'30" 0'30" 0'30"
Start of dough phase50 41 301
End of application phase 12'50" 10'30" 8'10"
Hardening 18'15" 15'00" 1 1'40"

Vacuum Mixing at Ambient Temperatures
Ambient and component temperature 18 ° C 200 C 230 C
Nixing time 0'30" 0'30" 0'30"1
Start of dough phase 3'25" 2'45" 2'10"
End of application phase 10'00", 8'15" 6'30"
Hardening 14'15" 11'45" 9115"

U~~~~~~~

Handling and Setting Times vs. Temperature for
Open Bowl Mixing of Cobalt TM G-MV Bone Cement

245- 77.0

q~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

24-~~~~~~~ 75.2

(I,~~~~~~~~~

23 '"73.4

i e 20 C 68.0

E 1Mix 66.2 E

18 64.4

17 62.6
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I - Mixing phase III - Post-dough phase
II - Pre-dough phase IV - Final hardening phase
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Handling and Setting Times vs. Temperature for
Vacuum Mixing of Cobaltrm G-MV Bone Cement

U
q 77.0

N . ,

C~~~~~~~~~~

18 -- 'V 64~~~~~~~~6.8.4

~ ~ anln and StigTmsv. Teprtr o

17 6.0

24 I. 75 M6.2 p
! ''…71 6.6

~ 2O~---- --- __ _ -- -- ½ % 680.8!

II - Pre-dough phase IV - Final hardening phase

Polymerization is an exothermic reaction with temperatures rising as high as 900C, which occurs
while the cement is hardening in s/tu. The released heat may damage bone or other tissues
surrounding the implant. 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.

A complete listing of the implants is contained in Tab C along with engineering drawings of the
implant.

Mechanical Testing
Extensive in vitro testing was performed in accordance with Class I], Special Controls Guidance.'
Polymethylmethacrylate PNMA) Bone Cement: Guidance for Industry and FDA (July 17, 2002)

to demonstrate the equivalence of CobaltVm G-MV Bone Cement to the predicate Simplex ® P with
Tobramycin (K014199). Complete test reports characterizing the chemical, handling, physical,
and mechanical properties of Cobalt'" G-MV Bone Cement compared to its predicate device,
Simplex® P with Tobramycin (K014199), are located in the Mechanical Testing section of this
submission. Also provided in the Mechanical Testing section are a Mechanical Properties
Summary Table and tables demonstrating Cobalt'"m G-MV's conformance to consensus standards.

A summary of test reports for CobaltVm G-MV is included below and in the Mechanical Testing
section of this submission. CobaltVm G-MV was tested in accordance with, and conforms to, the
standards set forth in ASTM F 451 and ISO 5833 . In addition, cytotoxicity testing was conducted
in accordance with USP Elution Test (MEM Extract) and met the requirements. (Please see the
Materials and Biocompatibility discussion in this section for further information.)
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Test Report II FPurpose nResults Summary
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ITest Report I P~urpose IIResults Summary

DD - Page 5 of 15

(b)(4) 

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



Test Report I IPurpose IIResults Summrary

Materials and Biocompatibility
Changes made to the concentrations of the powder and monomer components might adversely
affect monomer elution. Due to this possibility, cytotoxicity testing was conducted in accordance
with USIP Elution Test (VIEV Extract) to ensure that the formulation change did not adversely
affect the monomer elution. According to USP Specifications, the sample meets the test
requirements if the cell culture treated with the sample is less than or equal to grade 2 (mild
reactivity). The sample of Cobalt Tm G-MV Bone Cement met the USP requirements for this test.
The testing demonstrated that the formulation change did not affect monomer elution. The test
report is included in the Mechanical Testing section of this submission.
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The Cobalt T MG-MV liquid component is sterile filtered and aseptically filled. The interior of the
Softpac pouch is Gamma sterilized prior to the asceptic fill. The exterior of the pouch containing
the liquid is sterilized by exposure to vaporous hydrogen peroxide, as well as the outside of the
liquid packet and inside of the overwrap. The filtration and vaporous hydrogen peroxide
sterilization methods are as follows:

Gamma
Sterility Assurance Level: 10'6

Sterility Validation Method: Gamma Irradiation Product Adlaption, File #229
Sterilization Site:

STERIS Isomedix
1880 Industrial Drive
Libertyville, Illinois 60048

Filtration
Filter Size: membranes of porosity not greater than 0.22pm
Sterility Validation Method: U.S.P. test methods
Sterilization Site:

Biomet Manufacturing Corp.
56 East Bell Drive
Warsaw, IN 46582

Vaporous Hydrogen Peroxide
Sterility Assurance Level: 10'6

Sterility Validation Method: EN 550, revised protocol
Sterilization Site:

Biomet Manufacturing Corp.
56 East Bell Drive
Warsaw, In 46582

These are the same sterilization methods used for the predicate Cobalt Tm G-HV cleared in
K051532.

[cont/nued next page ...J
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Packaging
Cobalt TM G-MV is double packaged. The packaged powder and liquid components are placed
into a fiberboard outer box after the individual components are packaged as discussed below.

Powder
The powder component's inner gas permeable pouch is made of Tyvek®/Mylar® and
enclosed in a foil-lned protective overwrap pouch, also made of foil. The packaging of
CobalIt TM G-MV powder is similar to that of the predicate CobalIt T M G-HV Bone Cement's
powder component (K051532). Since FDA's clearance of CobalIt T M G-HV in 2005, Biomnet has
changed the exterior packaging for its bone cements from a paper/foil/polymer laminated
pouch to a foil/polymer laminated pouch comprised of TPC-0814B. This change utilized
internal documentation pursuant to FDA's guidance document, "Dec/iding when to Submit a
510(k) for a Change to an Existing Device (Kg7-1). The exterior foil packaging has been
validated and poses no new risks. A copy of the validation for TPC-0814B is on file at Biomet
and can be accessed at any future FDA inspection. The inside packaging for CobalIt T M G-MV
is the same as the predicate CobalIt TM G-HV's inside packaging, which has not changed since
it was cleared.

Liquid (Aonomer
The liquid monomer's inner container is a Cryovac T6050B co-extruded film pouch (LLDPE
sealant layer, polypropylene skin, and barrier of EVCH sandwiched between nylon layers).
The outer container is a Tyvek® pouch. The packaging for the liquid monomer is the same
as that of its predicate, Cobalt TM G-HV (K051532).

Sterilization
CobalIt T M G-MV's powder component is EtO-sterilized by Centurion Sterilization Services. The
liquid component is sterile filtered and aseptically filled by Biomet Manufacturing Corp. The
exterior surfaces of the cement liquid packages are sterilized by exposure to vaporous hydrogen
peroxide that takes place at Biomet Manufacturing Corp. The label will include an EtO sterility
identifier.

The sterilization of the liquid component of Cobalt TM G-MV Bone Cement is identical to that of
the predicate Cobalt TM G-HV Bone Cement's liquid component (K051532). Please refer to the
following table for a comparison of the packaging and sterilization of CobalIt TM G-MV Bone
Cement to its predicates.

[continued next page ...]
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Powder Component Packaging and Sterilization

Cobalt TM G-MV Cobalt TM G-HV Simplex ® P w/
(New) (K051532) Tobramycin

(KO141gg)

Material Tyvek®/Mylar Tyvek®/Mylar Multi-layer clear
plastic barrier film

INNERMOST POUCH
Sterility Contents & exterior Contents & exterior Contents & exterior

sterile (EtO) sterile (EtO) sterile (Gamma)

Material Foil Foil Plastic pouch with
OVERWRAp breathable header

Sterility Contents sterile Co-ntents sterile Contents sterile

Liquid Component Packaging and Sterilization

Material Cryovac T6050B Cryovac T6050B Glass ampoule
coextruded film coextruded film
pouch (LLDPE pouch (LLDPE
sealant layer, sealant layer,
polypropylene skin, & polypropylene skin, &
barrier of EVOH barrier of EVOH
sandwiched between sandwiched between
nylon layers) nylon layers)

INNER CONTAINER Sterility Contents sterile Contents sterile Contents sterile
(filtration of liquid, & (filtration of liquid, & (filtration of liquid, &
e-beam or Gamma of e-beam or Gamma of sterilization of
pouch prior to pouch prior to ampoule prior to
aseptic fill) aseptic fill) aseptic fill)

Cbomment Very good barrier. Very good barrier. Impermeable barrier,
but fragile.

Durable package. Durable package. Hzrost pn

glass shards may fall
into monomer upon
opening.

Material Tyvek® pouch Tyvek® pouch Rigid plastic blister
with breathable lid

Sterility Contents sterile Contents sterile Contents sterile (EtO)
OUTER CONTAINER (vaporous hydrogen (vaporous hydrogen

peroxide) peroxide)

Comment Vaporous hydrogen Vaporous hydrogen EtO permeable lid
peroxide permeable peroxide permeable stock

Shelf Life
CobalIt TM G-MV Bone Cement has a one-year shelf life. Please see Tab E for the Sterilization and
Shelf Life 3ustification.
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Labeling
A copy of the package insert may be found behind Tab B, where a representative package label
is included as well. In addition, a copy of the outer carton for one of Biomret's PMMA bone
cements (Cobalt TM HV, K051496) is provided. The outer carton for Cobalt G-MV will be similar to
this, with the same warnings and caution statements.

Surgical Technique
The Surgical Technique for CobalJt TM G-MV is the same as, or similar to, its predicates and is
included in the package insert (Tab B).

CobalJt TM G-MV copolymer powder is double packaged. The inner gas permeable packet
and its contents, as well as the inside of the foil laminate protective overwrap, are
sterilized with ethylene oxide. The packet containing the sterile filtered liquid monomer
is packaged in a protective gas-permeable overwrap pouch. The interior of the Softpac
pouch is Gamma sterilized prior to the asceptic fill. The outside of the liquid packet and
inside of overwrap pouch are sterilized by exposure to vaporous hydrogen peroxide.

(At least one extra unit of CobalJt TM G-NV Bone Cement should be available before
starting a surgical procedure).

A unit is prepared by mixing the entire contents of one (1) packet of powder (40 g
copolymer) with one (1) packet of liquid (20 ml monomer). One or two units will usually
suffice, although this will depend upon the specific surgical procedure and the
techniques employed. Each unit is prepared separately.

The following are required for preparation of the bone cement:
Sterile working area
Sterile plastic bowl approved for use with monomers
Sterile mixing spoons or spatulas.

N~ote: For vacuum mixing, refer to manufacturer instructions.

A circulating nurse or assistant opens the peelable film package and the blister pack,
and the sterile powder packet and liquid packet are aseptically placed on a sterile table.
The powder packet and the liquid packet are opened under sterile conditions. Since each
packet of powder contains a pre-measured quantity of copolymer to react with a pre-
measured quantity of monomer, care should be taken to mix the entire contents of one
powder packet with the entire contents of one liquid packet. Partial amounts should not
be used.
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MIXING IrNSTRUCTIONS FOR BOWL MIXING

Note: Cement can also be mixed in a vacuum mixing system. Refer to manufacturer
instructions.

Pour the liquid into a bowl. Add the powder. Stir with a spatula vigorously, but carefully,
for about 30 seconds.

CEMENT MAY BE APPLIED IN A PRE-DOUGH STATE, BUT IF A DOUGH-LIKE MASS DOES
NOT STIICK TO RUBBER GLOVES AS DESIRED, WAIT ANOTHER 2-6 MINUTES depending
on the ambient temperature (SEE CURVES).

At this state knead for about 15-30 seconds. Thus, it becomes more homogeneous, and
mixed air bubbles disappear for the most part. On the other hand, if the kneading
process is extended too long, the polymerization may proceed to a point where the
mass is no longer soft and pliable, making manipulation and application to bone difficult.

The working time may be affected by temperature (see curves and tables for working
and hardening times). Additionally, the moisture content in any bone cement powder
has an effect on polymerization; cement powder with higher moisture content will set
faster, while drier cement powder will result in slower set-times. The outer foil pouch
acts as a moisture barrier for Cobalt T M G~MV Bone Cement. To minimize fluctuation of
set-times, do not remove the powder component's moisture barrier until it is time to
mix the cement. Maintaining a constant and moderate (40-55% RH) humidity in the
operating room will also lead to more consistent cement handling performance. The
ideal working consistency of the Cobalt"M G-MV Bone Cement for manual application to
bone is best determined by the surgeon based upon experience in using the
preparation. To assure adequate fixation, the prosthesis should be held securely in place
without movement until the bone cement has fully hardened. Excessive cement must be
removed while it is still soft. If additional cement is required during the surgical
procedure, another packet of liquid and packet of powder may be mixed as described
above. The resulting kneadlable mass may be applied to previously hardened bone
cement.

The completion of polymerization occurs in the patient and is associated with the
liberation of heat. To more rapidly dissipate the heat, the polymerizing cement may be
irrigated with a cool physiologic saline solution.

STORAGE
Store package in a dry, ventilated place between 60C and 230C (42.80 to
73.4°F). Iraproper exposure to high temperatures may result in full or partial
polymerization of monomer liquid, or reduction in initiator (benzoyl peroxide)
content in powder component. These changes could significantly affect
cement handling properties, mechanical properties, and clinical result.

Sufficient units should be removed from stocks and stored at about 230C (73.4 OF), or at
the temperature appropriate to give desired cement handling and setting properties, for
24 hours before use.
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The copolymer powder does not withstand heat sterilization treatment. If a packet is
accidentally opened, it must not be used.

Federal Law restricts this device to sale, distribution, and use by or on the order of a
physician.

HOW SUPPIJED
Carton consisting of:

i packet of copolymer powder containing 40 g
1 packet of liquid monomer containing 20 ml

The following tables and graphs were generated using standard methods including a
temperature-controlled environment. Warming of bone cement by any manual
manipulation and the eventual application to the surgical site will accelerate the onset
and completion of the final hardening phase. The extent of acceleration depends on the
timing of manipulation and application. Early and extended warming will have the
largest effect on cement hardening.

Typical working data for mixing Cobalt TM G-MV Bone Cement

Open Bowl Mixing at Ambient Temperatures
Ambient and component 8C20C23C
temperature
Mixing time O'30" O'30" 0'30"
Start of dough phase 5'30" 4'15" 3'0O"
End of application phase 12'50" 10'30" 8'10"
Hardening 18'15" 15'00", 11'40"

Vacuum Mixin 9gat Ambient Temperatures
Ambient and component 8 20C23
temperature C
Mixing time O'30" 0'30" O'30"
Start of dough phase 3'25" 2'45" 2'10"
End of application phase 10'00", 8'15"6'0
Hardening 14'15" 11'45" 9'15",
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Handling and Setting Times vs. Temperature for
Open Bowl Mixing of Cobalt'" G-MV Bone Cement
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Handling and Setting Times vs. Temperature for
Vacuum Mixing of Cobalt'" G-MV Bone Cement
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§ 74.3102 FD&C Blue No. 2.

(a) Identity. The color additive FD&C Blue No. 2 shall conform in identity to the requirements of §74.102

(b) Specifications. (1) The color additive FD&C Blue No. 2 for use in coloring surgical sutures shall
conform to the followingl specifications and shall be free from impurities other than those named to the
extent that such impurities may be avoided by current good manufacturing practice:

Sum of volatile matter at 135 °C (275 °F) and chlorides and sulfates (calculated as sodium
salts), not more than 1 5 percent.

Water insoluble matter, not more than 0.4 percent.

Isatin-5-sulfionic acid, not mor'e than 0.4 percent.

Isomeric colors, not more than 18 percent.

Lower sulfonated subsidiary colors, not more than 5 percent.

Lead (as Pb), not more than 1 0 parts per million.

Arsenic (as As), not more than 3 parts per million.

Total color, not less than 85 percent.

(2) The color additive FID&C Blue No. 2-Alumninum Lake on alumina for use in bone cement shall be
prepared in accordance with the requirements of §82.51 of this chapter.

(c) Uses and restrictions. (1) The color additive FID&C Blue No. 2 may be safely used for coloding nylon
(the copolymer of adipic acid and hexamethylene diamine) surgical sutures for use in general surgery
subject to the following restrictions:

(i) The quantity of color additive does not exceed I percent by weight of the suture,

(it) The dyed suture shall conform in all respects to the requirements of the United States Pharmacopeia
XX (1980); and

(iii) When the sutures are used for the purposes specified in their labeling, the color additive does not
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migrate to the surrounding tissues.

(2) The color additive FD&C Blue No. 2-Aluminum Lake on alumina may be safely used for coloring
bone cement at a level not to exceed 0.1 percent by weight of the bone cement.

(3) Authorization and compliance with these uses shall not be construed as waiving any of the
requirements of sections 510(k), 515, and 520(g) of the Federal Food, Drug, and Cosmetic Act with
respect to the medical device in which the color additive FD&C Blue No. 2 and the color additive FD&C
Blue No. 2-Aluminum Lake on alumina are used.

(d) Labeling. The labels of the color additive FD&C Blue No. 2 and the color additive FD&C Blue No. 2-
Aluminum Lake on alumina shall conform to the requirements of §70.25 of this chapter.

(e) Certification. All batches of FD&C Blue No. 2 and its lake shall be certified in accordance with
regulations in part 80 of this chapter.

[64 FR 48290, Sept. 3, 19991
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For questions concerning e-CFR programming and delivery issues, email webtearmt.QoOgov.
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Biomet Orthopedics
56 East Bell Drive

P.O. Box 587
Warsaw, Indiana 46581 USA

01-50-1195
Date: 06/09

COBALT TM MV WITH GENTAMICIN BONE CEMENT
Medium Viscosity Radiopaque Bone Cement containing Gentamicin

Methyl Methacrylate - Styrene Copolymer & Poly (methyl methacrylate)

Attention Operating Surgeon

DESCRIPTION
Cobalt TM MV with Gentamicin Bone Cement provides two separate, pre-measured sterilized components,
which when mixed form a radiopaque rapidly setting bone cement.

One component is supplied in a gas-permeable packet. It consists of 40 g powder (copolymer) with
the following composition:

• Methyl methacrylate-Styrene copolymer 28.95-29.60 grams
- Poly(methyl methacrylate) 6.00 grams
• Zirconium dioxide 4.00 grams
· FD&C Blue No. 2 Aluminum Lake 0.05 grams
· Benzoyl peroxide 0.35-1 .00 grams
· Gentamicin sulfate (equivalent to 0.50 g Gentamicin) 0.84 grams

The other component is supplied in a flexible pouch. It consists of 20 m l of liquid (moohomer) with the
following composition:

:, Methylmethacrylate (stabilized with hydroquinone) 18.424 grams
:, N,N-dimethyl-p-toluidine 0.376 grams

The liquid monomer is sterile filtered. The interior of the monomer pouch is sterilized by exposure to
gamma radiation. The exterior of the pouch containing the liquid is sterilized with vaporous hydrogen
peroxide. The powder is sterilized with ethylene oxide. The gas-permeable packets containing the powder
are sterilized with ethylene oxide.

Blue pigment (FD&C Blue No. 2 Aluminum Lake) is added to the powder component to produce a bluish
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 liquid (monomer) are mixed, the dimethyl-p-toluidine in the liquid
activates the beozoyl 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 3 minutes can be manipulated for about 5 minutes (at 23°C [73°F]). (See curves
and tables for temperature variations.)

Polymerization is an exothermic reaction with temperatures rising as high as 90°C, which occurs while the
cement is hardening in situ. The released heat may damage bone or other tissues surrounding the implant.
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.

U~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~
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ANDCATIONS
CobaltTM MV with Gentamnicin Bone Cement is andaryicaef csement-likesubstanewich alloweurs seatinghand
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CNRINDICATIONS

CobaltTM MV with Gentamnicin Bone Cement is iondricatdforued in pariethroplastgic proceduestof theohip,
kneerandothertjonts ofthbonfi plasntic An myetaroesitheiticpat to livinog bone whe cntreconstrction isth
nsecoessarybcause of reisiony of hpersevsiosathrovaty prsriutoxcdresau ojitifction. Thmnolcies cment lso
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ithscasThusofCobaltTM MV with Gentamicin Bone Cement is contraindicated in patients alegctognaiinrto

infectious arthritis, and in active infection of the joint or joints to be replaced.

Relative contraindlications include the following:
I . Uncooperative patient or patient with neurologic disorder who is incapable of following directions
2. Metabolic disorders which may impair bone formation
3. Osteomnalacia
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. Hypotension
7. Congestive heart failure
8. Renal impairment

WARNINGS
Note: Adulteration of this bone cement may negatively affect performance characteristics.

Prior to using the CobaltT" MV with Gentamnicin Bone Cement surgeons should, by specific training and
experience, be thoroughly familiar with the properties, handling characteristics, and application of the
PMMA bone cement. (See Precautions and Mixing Technique) Because the handling and curing
characteristics of this cement varies with temperature and mixing technique, they are best determined by
the surgeon's actual experience. It is advisable for the surgeon to go through the entire mixing, handling
and selling process in vitro before using the material in an actual surgical procedure.

Adverse cardiovascular reactions can include hypotension, hypoxemia, cardiac arrhythmia, bronchspasm,
cardiac arrest, myocardial infarction, pulmonary embolism, cerebrovascular accident and possible death.
H-ypotensive reactions can occur between 10 seconds and 165 seconds after application of PMMA bone
cement and can last for 30 seconds to 5 or more minutes. Some hypotensive reactions have progressed to
cardiac arrest. The blood pressure, pulse and respiration of patients should be monitored carefully during
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and immediately following the application of the PMMIA bone cement. Any significant alteration in these
vital signs should be corrected with appropriate measures. In addition, over-pressurization of the PMMA
bone cement should be avoided during the insertion of the PMMA bone cement and implant in order to
minimize the occurrence of pulmonary embolism.

The risk of pulmonary fat embolism and the severity of all Bone Cement Implantation Syndrome (BCIS)
complications can be reduced by meticulous irrigation and drying of the intramnedullary canal Care should
be taken to clean and aspirate the proximal portion of the femoral medullary canal just prior to insertion of
bone cement. 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.

Application of gentamicin may have the potential to 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. Serious allergic reactions
have been reported rarely in patients on systemic gentamicin therapy. Therefore, the incidence of these
serious allergic events may also occur in patients with gentamnicin-loaded bone cement.

Device volatility and flammability and electrocautery devices: The operating room should be
adequately ventilated to eliminate monomer vapors. Ignition of monomer vapors caused by use of
electrocautery devices in surgical sites near freshly implanted bone cements has been reported.

Irritation of the respiratory tract, eyes, and the liver: Caution should be exercised during the mixing of the
liquid and powder components of the PMMA bone cement to prevent excessive exposure to the
concentrated vapors of the liquid component, which may produce irritation of the respiratory tract, eyes,
and possibly the liver. Personnel wearing contact lenses should not mix PMMA bone cement or be
near the mixing of the PMMA bone cement.

I . DO NOT USE if there is loss of sterility of the cement.
2. Discard and DO NOT USE opened or damaged packages of the bone cement. Use only product

packaged in unopened and undamaged containers.
3. Loosening and fracture of either the cement or the prosthesis, or both, can occur due to disease,

trauma, and inadequate cementing technique, mechanical failure of the materials or latent
infection.

4. The liquid and powder components of this cement must be mixed thoroughly before using.
Inadequate mixing will lead to inhomogeneity that will compromise the mechanical properties and
clinical performance of the cement.

5. DO NOT USE bone cement after expiration date.

T'he surgeon should decide whether the benefits expected from an arthroplasty outweigh any possible long-
term adverse effects.

PRECAUTIONS
Strict adherence to good surgical principles and technique are required during use of the cement. Deep
wound infection is a serious postoperative complication and may require total removal of the prostheses
and embedded cement. Deep wound infection may be latent and not manifest itself for several years
postoperatively.

1. Contact dermatitis: The liquid component (monomer) has caused contact detrmatitis in those
handling and mixing PMMvA bone cement. Strict adherence to the instructions for mixing the
powder and liquid components may reduce the incidence of contact dermatitis.

2. Hypersensitivity reaction for operating room personnel: The liquid component of the PMMA
bone cement is a powerful lipid solvent. It should not contact rubber or latex gloves. 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 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.

3. Hypersensitivity reactions for patients: The gantamnicin content of Cobalt TM MV with Gentamnicin
Bone Cement may cause hypersensitivity reactions in isolated cases.
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4. Inadequate post-operative fixation: Inadequate fixation or unanticipated postoperative events may
affect the PMMA bone cement/bone interface and lead to micro-motion of cement against the bone
surface. A fibrous tissue layer may develop between the PMMA bone cement and the bone that may
cause loosening of the prosthesis. Thus, continued, periodic follow-up is advised for all patients.

5. Exothermic reaction: Polymerization of the PMMA bone cement is an exothermic reaction that
occurs while the PMMA bone cement is hardening in situ. The released heat may damage bone or
other tissue adjacent the implant.

6. Extrusion: Extrusion of the PMMA bone cement beyond the region of its intended application may
occur resulting in the following complications: hematuria; dysuria; bladder fistula; delayed sciatic
nerve entrapment from extrusion of the bone cement beyond the region of its intended use; local
neuropathy; local vascular erosion and occlusion; and intestinal obstruction because of adhesions
and stricture of the ileum from the heat released during the exothermic polymerization.

7. USE IN PREGNANCY: The safety and effectiveness of the PMMA bone cement in pregnant
women has not been established. PMMA bone cement may adversely affect fetal health.

8. PEDIATRIC USE: The safety and effectiveness of the PMMA bone cement in children has not
been established. PMMA bone cement may adversely affect bone growth.

9. Expiration dating; PMMA bone cement should not be used after the expiration date because the
effectiveness of the device may be compromised.

10. Disposal: Expired cement should be mixed according to Instructions for Use prior to disposal.
Because of the volatility and flammability of the liquid monomer of the PMMA bone cement, liquid
monomer that has leaked or is leaking from the package should be collected and evaporated in a
well-ventilated hood or absorbed by an inert material and transferred in a suitable container (one
that does not react with the PMMA bone cement) for disposal.

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

12. Monitoring: Patients receiving gentamnicin should be periodically monitored with peak and trough
levels of the antibiotic, serum electrolytes, serum renal function, urinalysis, and audio~grams (in
elderly and/or dehydrated patient in whom there is a higher risk of adverse events associated with
gentamnicin use).

13. Use of gentarnicin should be avoided in the following situation.
Concurrent/sequential use of:

· Other neurotoxic/nephrotoxic antibiotics
• Other aminogiycosides
· Cephaloridine

· Viomycin
· Polymixin B
• Colistin
· Cisplatin
· Vancomycin

13. Dose in patients with renal impairment: Since no adjustment can be made to the dose in the
gentamicin-loaded cement, a risk versus benefit assessment should be made before use in patients
with renal impairment.

14. Drug resistant bacteria: Using Cobalt TM MV with Gentamicin Bone Cement 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.

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.

ADVERSE EVENTS
The most serious adverse events, including death, reported with the use of acrylic bone cements are:

· Cardiac arrest
• Myocardial infarction
· Pulmonary embolism
· Cerebrovascular accident
· Sudden death

The most frequent adverse events reported are:
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* Short-term cardiac conduction irregularities
Nephrotoxicity

* Usually in patients with pre-existing renal damage
* Also in patients with normal renal function to whom amino-glycosides

are administered for longer periods or in higher doses than recommended
* The symptoms may manifest after cessation of the therapy

Neurotoxicity
* Manifested as both auditory and vestibular ototoxicity, including irreversible hearing

loss
* Numbness
• Skin tingling
* Muscle twitching
* Convulsions

Other adverse events reported are:
* Heterotopic new bone formation
* Trochanteric separation

Other potential adverse events reported include:
* Application of gentamnicin may have the potential to 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 remain
well below levels required to cause damage. Concurrent administration of muscle
relaxants and ether may potentiate the neuromuscular blocking properties of gentamicin.
However, the low serum concentrations significantly reduce the risk of occurrence of
this adverse event. The use of antibiotic-loaded bone cement may lead to development
of resistant microorganisms and the physician should weigh the risks vs. benefits to the
patient before using CobaltTm MV with Gentamicin Bone Cement in each case.

* Pyrexia due to an allergy or histological reaction to bone cement
* Hemnaturia
* Dysuria
* Bladder fistula
* Local neuropathy

* Local vascular erosion and occlusion
* Adhesions and stricture of the ileum due to the heat released during polymerization.
* Delayed sciatic nerve entrapment due to extrusion of the bone cement beyond the region

of its intended application.

Adverse reactions affecting the cardiovascular system have been attributed to leakage of unpolymerized
liquid monomer into the circulatory system. Data indicate that the monomer undergoes rapid hydrolysis to
methacrylic acid and that a significant fraction of the circulating methacrylate is in the form of the free
acid, rather than of the methyl ester. Correlation between changes in circulating concentrations of the
methyl methacrylate/methacrylic acid and changes in blood pressure has not been established.

Hypotensive episodes reported are more marked in patients with elevated or high normal blood pressure in
hypovolemia and in patients with pre-existing cardiovascular abnormalities. Elevations in plasma histamine
levels subsequent to introduction of cement have also been reported.

Reports of sometime fatal cardiac arrest suggest that elderly osteoporotic patients undergoing hip
replacement surgery for fractures of the femoral neck are at greater risk than those receiving elective joint
replacement for arthritic disease. Risk is also higher in patients with pre-existing cardiovascular disease.
Although the etiology of cardiac arrest is unclear, it may well be either direct embolic effects or secondary
to hypoxia produced by pulmonary embolic phenomena. Introduction of liquid cement under pressure into
a clean medullary canal has been shown to appreciably enhance the filling of the bone cavities with marked
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improvement in the security of the bone cement interface. Care must be exercised in introducing the cement
continuously from distal to proximal to avoid laminations in the cement.

DOSAGE AND ADMINISTRATION
Cobalt TM MV with Gentamicin copolymer powder is double packaged. The inner gas permeable packet and
its contents, as well as the inside of the foil laminate protective overwrap, are sterilized with ethylene
oxide. The packet containing the sterile filtered liquid monomer is packaged in a protective gas-permeable
overwrap pouch. The outside of the liquid packet and inside of overwrap pouch are sterilized by exposure
to vaporous hydrogen peroxide.

(At least one extra unit of Cobalt TM MV with Gentamicin Bone Cement should be available before starting
a surgical procedure).

A unit is prepared by mixing the entire contents of one (I ) packet of powder (40 g copolymer) with one (1)
packet of liquid (20 ml monomer). One or two units will usually suffice, although this will depend upon the
specific surgical procedure and the techniques employed. Each unit is prepared separately.

The following are required for preparation of the bone cement:
• Sterile working area
• Sterile plastic bowl approved for use with monomers
· Sterile mixing spoons or spatulas.

Note: For vacuum mixing, refer to manufacturer instructions.

A circulating nurse or assistant opens the peelable film package and the blister pack, and the sterile powder
packet and liquid packet are aseptically placed on a sterile table. The powder packet and the liquid packet
are opened under sterile conditions. Since each packet of powder contains a pre-measured quantity of
copolymer to' react with a pre-measured quantity of moohomer, care should be taken to mix the entire
c:ontents of one powder packet with the entire contents of one liquid packet. Partial amounts should not be
used.

MIXING INSTRUCTIONS FOR BOWL MIXING

Note: Cement can also be mixed in a vacuum mixing system Refer to manufacturer instructions.

P~our the liquid into a bowl. Add the powder. Stir with a spatula vigorously, but carefully, for about 30
seconds.

CEMENT MAY BE APPLIED IN A PRE-DOUGH STATE, BUT IF A DOUGH-LIKE MASS THAT
DOES NOT STICK TO RUBBER GLOVES AS DESIRED, WAIT ANOTHER 2 MINUTES - 6
MINUTES depending on the ambient temperature (SEE CURVES).

At this state knead for about 15 seconds -30 seconds. The cement becomes more homogeneous, and mixed
air bubbles disappear for the most part. On the other hand, if the kneading process is extended too long, the
polymerization may proceed to the point where the mass is no longer soft and pliable, making manipulation
and application to bone difficult.

The working time may be affected by temperature (see curve and table for working and hardening times).
Additionally, the moisture content in any bone cement powder has an effect on polymerization; cement
powder with higher moisture content will set faster, while drier cement powder will result in slower set-
times. The outer foil pouch acts as a moisture barrier for CobalffM MV with Gentamnicin Bone Cement. To
minimize fluctuation of set-times, do not remove the powder component's moisture barrier until it is time
to mix the cement. Maintaining a constant and moderate (40%RH-55% RH) humidity in the operating room
will also lead to more consistent cement handling performance. The ideal working consistency of the
Cobalt T M MV with Gentamnicin Bone Cement for manual application to bone is best determined by the
surgeon based upon experience in using the preparation. To assure adequate fixation, the prosthesis should
be held securely in place without movement until the bone cement has fully hardened. Excessive cement
must be removed while it is still soft. If additional cement is required during the surgical procedure, another

6
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packet of liquid and packet of powder may be mixed as described above. The resulting kneadable mass
may be applied to previously hardened bone cement.

The completion of polymerization occurs in the patient and is associated with the liberation of heat. To
more rapidly dissipate the heat, the polymerizing cement may be irrigated with a cool physiologic saline
solution.

STORAGE
Store package in a dry, ventilated place between 6°C and 23°C (42.8°F to 73.4°F). Improper exposure to
high temperatures may result in full or partial polymerization of monomer liquid, or reduction in initiator
(benzoyl peroxide) content in powder component. These changes could significantly affect cement
handling properties, mechanical properties, and clinical result.

Sufficient units should be removed from stocks and stored at about 23°C (73.4°F), or at the temperature
appropriate to give desired cement handling and setting properties, for 24 hours before use.

The copolymer powder does not withstand heat sterilization treatment. If a packet is accidentally opened, it
must not be used.

HOW SUPPLIED
Carton consisting off
I packet of copolymer powder containing 40 g
I packet of liquid monomer containing 20 ml

The following tables and graphs were generated using standard methods including a temperature-controlled
environment. Warming of bone cement by any manual manipulation and the eventual application to the
surgical site will accelerate the onset and completion of the final hardening phase. The extent of
acceleration depends on the timing of manipulation and application. Early and extended warming will have
the largest effect on cement hardening.

Typical working data for mixing CobaltTM MV with Gentamniein Bone Cement

Open Bowl Mixing at Ambient Temperatures
Ambient and component temperature ' 18° C 20° C 23° C

Mixing time 0'30" 0'30" 0'30"

Start of dough phase 5'30" 4'1 5" 3'00"

End of application phase 12T50" 10'30" 8'10"
Hardening 18' 15" 15'00" 11 I'40"

acuum Mixing at Ambient Temperatures
Ambient and component temperature 18° C 200 C 230 C

Mixing time 0'30" 0'30" 0'30"

Start of dough phase 3'25" 2'45" 2' 1 0"

End of application phase I 0'00" 8' 15", 6'30"
Hardening 14'1 5" 11 I'45" 9' 15"

U~~~~~~~~~~~
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CAUTION: Federal Law (USA) restricts this device to sale, distribution, or use by or on the order of a physician.

Comments regarding this device can be directed to Attn: Regulatory Dept., Biomet, Inc.. P.O. Box 587, Warsaw, IN
46581, FAX: 574-372-3968.

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

NJi Manufacturer

(A4 Date of Manufacture

{~~ DoNolReuse

A Caution

[STERILE ]~0 [Sterilized using Ethylene Oxide

FS TE-R ILE T -R I Sterilized using lrladiation

Sterile

[S-TE-RILE I A I Sterilized using Aseptic Processing Techniques

[STE-RIL-E I , Sterilized using Steam or Dry Heat

Use By

WEEE Device

RE] Catalogue Number

Fl['" Batch Code

/A\
FLAMMAOLE Flammable

E~ ~~Atahorised Representative in the EuropeanCommunity

q~~~~~~~~~~~~~~~~~~
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Label Request page 3 of 4

CO BALT'MV
__ high~~W contrast bone cement

RE.402439 FLOT 123123
COBALT(M G-VBN EET 40/20
soFTACSYSTEM
PMMAIMMA 1 PACK
(STERILE: ETO. FILTRATION, VAPOROUS HYDROGEN PEROXIDE)

40 GRAMS POWDER (STERILE)
METHYL METHACRYLATE-STYRENE COPOLYMER
POLY(METHYL MVETHACRYLATE) I ZIRCONIUM DIOXIDE
BENZOYL PEROXIDE I FD&C BLUE #2 ALUMINUM LAKE
GENTAMICIN SULFATE

20ML LIQUID (STERILE)
METHYL METHACRYLATE MONOMER WITH HYDROOUJINONE STABILIZER
N, N-DIMETH YL-P.TOLU IDINE

~IMIQIU 1111111 liii2009-0 1
III 111111 ~ ~ ~ ~ ~ ~ EXPIRY DATE:

I2010-01

BIOMET ORTHOPEDICS, INC.
56 EAST BELL DRIVE
P.O. Box 587
WARSAW, IN 46581-0587 USA

N OMETd)21R1~OPEDICS, INC. WgIQET RTOPDCS ICEF 40H E 402439 C, NC
LOT 123123 LOT 123123
CCBALT(TM) S-MV BONE CEMENT- 40/20 COBALT(TM) G-MV BONE CEMENT - 40120
SOFTPAC SYSTEM BOFTPAC SYSTEM
PMMAIMMA I PACK PMMAIMMA 1 PACK
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Label Request page 4 of 4

EXPIRE DATE:2010.01 EXPIRE DATE:2010-01

AFFIX TO PATIENT RECORDS AFFIX TO PATIENT RECORDS
BIOMET ORTHOPEDICS, INC. BIOMET ORTHOPEDICS, INC.
REF 402439 REF 402439
LOT 123123 LOT 123123
COBALT(TM) O-MV BONE CEMENT - 40/20 COBALT(TM) G-MV BONE CEMENT - 401/9
SOFTPAC SYSTEM BOFTPAC SYSTEM
PMMA/MMA 1 PACK PMMAIMMA 1 PACK

EXPIRE DATE:2010-01 EXPIRE OATE:2010.01

AFFIX TO PATIENT RECORDS AFFIX TO PATIENT RECORDS
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Sterile Packaged Product

high contrast bone cement

q~~~~~~~~~~~~~~~~~Nu

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



U ~ ~ ~ ~ ~ ~ ~ ~~~~rdc itn

q ~ ~ ~ ~ ~ ~~Cbl"GM oeCmn

N~~~~~atNme ecito :ak

C~ ~ ~~423 oaI~ -VBn eet-4/0 11pc

C~~~~~~~~~~~~~~~~D-TbC aeIo

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Drawing
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(b)(4) Drawing
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(b)(4) Drawing
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(b)(4) Drawing
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(b)(4) Drawing
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Although ISO 5833, Implants for Surgery - Acrylic Resin Cements, is cited in the guidance
document, C/ass 1I, Special Controls Guidance: Polymethylmethacrylate (PMMA) Bone Cement:
Guidance for Industry and FDA (July 17, 2002) this particular standard could not be located in
the Standards database on FDA's Web site.
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services

Food and Drug Administration

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

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

TYPE OF 510(K) SUBMISSION

0 Traditional [] Special [] Abbreviated

STANDARD TITLE1

F 451-08, Standard Specification for Acrylic Bone Cement

Please answer the following questions Yes No

Is this standard recognized by FD A 2? ....................................................................................................... 0 E l

FDA Recognition number 3 # 020

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 510(k)? ................................................................................................................................................ [

Is a summary report 4 describing the extent of conformance of the standard used included in the
5 1 0 (k )? ............................ ............... ............................ ............... ................................................................ 51 ( )
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
p e rta in s to th is d e v ic e ? ..................................................................................................................................

oes this standard include acceptance criteria? ...........................................................................................
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard? ..........................................

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

Were there any deviations or adaptations made in the use of the standard? ...............................................
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5? ................ E..l

Were deviations or adaptations made beyond what is specified in the FDA SIS? ...............................
If yes, report these deviations or adaptations in the summary report table.

W ere there any exclusions from the standard? .................................................................. 0...................... [][
If yes, report these exclusions in the summary report table.

6 0E
Is there an FDA guidance that is associated with this standard? ............................................................... [
If yes, was the guidance document followed in preparation of this 510k? .................................................... 0 []

Class 11 Special Controls Guidance Document: Polymethylmethacrylate (PMMA) Bone Cement; Guidance for
Title of guidance: Industry and FDA (July 17, 2002)

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

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.htmi utilized during the development of the device.
3 http:Itw .accessdata~fda.gov/scripts/cdrh/cfdocs/cfStandards/ $The supplemental information sheet (SIS) is additional information
search.cfni which is necessary before FDA recognizes the standard. Found at

4 The summary report should include: any adaptations used to adapt http:/ww.accessdata~fda.gov/scriptslcdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/cdrh/guidance.html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or
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g ~~~~~~~EXTENT OF STANDARD CONFORMANCE

SUMMARY REPORT TABLE

STANDARD TITLE
F 451-99A, STANDARD SPECIFICATION FOR ACRYLIC BONE CEMENT

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
ALL

ALYes El No E N/A
TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

E] Yes [] No LI N/A

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

-- CTION NUMBER SECTION TITLE CONFORMANCE?

F]Yes L] No [] N/A

TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION

JUSTIFICATION

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

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

Paperwork Reduction Act Statement

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

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.
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Form Approved: OMB No. 0910-0120; Expiration Date: 8131110

Department of Health and Human Services

Food and Drug Administration

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

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

TYPE OF 510(K) SUBMISSION

[] Traditional [] Special [] Abbreviated

STANDARD TITLE I
F 451-99a, Standard Specification for Acrylic Bone Cement

Please answer the following questions Yes No

Is this standard recognized by F D A 2 .................................................................................................... El...... [

FDA Recognition number 3 # 020

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 510(k)? .........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the
5 1 0 (k )? .......................................................................................................................................................... [ .
If no, complete a summary report table.

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

pe rta ins to th is d evice ? ............................................................................ ........................................... ......... . ID []

oes this standard include acceptance criteria? ........................................ 0....................................... El
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard? ................................... 0....... []
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? .................................. EI 0........
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) s? .....................

Were deviations or adaptations made beyond what is specified in the FDA SIS? .......................................
If yes, report these deviations or adaptations in the summary report table.

W ere there any exclusions from the standard? ............................................................................................ [[
If yes, report these exclusions in the summary report table.

6 02
Is there an FDA guidance that is associated with this standard? .............................................................
If yes, was the guidance document followed in preparation of this 510k? .............................. 0........-.......... [[

Title of guidance: Class I1 Special Controls Guidance Document: Polymethylmethacrylate (PMMA) Bone Cement; Guidance for
Tite o gudane:Industry and FDA (July 17. 2002)

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

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http:/ww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

. The summary report should include: any adaptations used to adapt http:/w .accssdata.fda.gov/scripts/cdrh/cfdoc/cfStandards/search.cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/cdrh/guidance.html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9107) Page 1 E3
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
F 451-99A. STANDARD SPECIFICATION FOR ACRYLIC BONE CEMENT

CONFORMANCE WITH STANDARD SECTIONS'

SECTION NUMBER SECTION TITLE CONFORMANCE?
ALL

IZ Yes f No [] N/A
TYPE OF DEVIATION OR OPTION SELECTED'

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

El Yes El No El N/A

TYPE OF DEVIATION OR OPTION SELECTED 0

DESCRIPTION

JUSTIFICATION

7CTION NUMBER SECTION TITLE CONFORMANCE?

[]Yes [] No El N/A

TYPE OF DEVIATION OR OPTION SELECTED 4

DESCRIPTION

JUSTIFICATION

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

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

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average I hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and

completing and reviewing the collection of information. Send comments regarding this burden estimate or any other

aspect of this collection of information, including suggestions for reducing this burden, to:

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services

Food and Drug Administration

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

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

TYPE OF 510(K) SUBMISSION

Z Traditional [] Special [] Abbreviated

STANDARD TITLE 1
ISO 5833:2002, Implants for Surgery - Acrylic Resin Cements

Please answer the following questions Yes No

Is this standa rd recog nized by FD A 2? ..........................................................................................................

FDA Recognition number 3 ............ h..... ............

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 510(k)? ................................................................................................................................................ [

Is a summary report 4 describing the extent of conformance of the standard used included in the
5 1 0 (k )? ........................................................................................................................................ .................
If no, complete a summary report table.

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

pertains to this device? .......................................................................................................................... l.......

Joes this standard include acceptance criteria? .......................................................................................... [

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

Does this standard include more than one option or selection of the standard? .......................................... [] [

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

Were there any deviations or adaptations made in the use of the standard? ...............................................
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5? ................. .

Were deviations or adaptations made beyond what is specified in the FDA SIS? .......................................

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

W ere there any exclusions from the standard? ...........................................................................................
If yes, report these exclusions in the summary report table.

Is there an FDA guidance that is associated with this standard? ...............................................................

If yes, was the guidance document followed in preparation of this 510k? .................................................... 0 [[

Class 11 Special Controls Guidance Document: Polymethylmethacrylate (PMMA) Bone Cement; Guidance for
Title of guidance: Industry and FDA (July 17? 2002)

The formatting convention for the title is: [SDO) [numenc identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards

2 Authority [21 U.S.C. 360dJ, www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http:/lA .accessdata.fda.gov/scriptsfcdrh/cfdocs/cfStandards/ 5The supplemental information sheet (SIS) is additional information
search.cftn which is necessary before FDA recognizes the standard. Found at
The summary report should include: any adaptations used to adapt http:/~.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.clm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.Ida.gov/cdrh/guidance.html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 EF
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ISO 5833:2002, IMPLANTS FOR SURGERY - ACRYLIC RESIN CEMENTS

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
ALL

AL Yes [] No E] N/A

TYPE OF DEVIATION OR OPTION SELECTED0

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[ Yes [ No ] N/A

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

TCTION NUMBER SECTION TITLE CONFORMANCE?

[] Yes [] No [] N/A

TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION

JUSTIFICATION

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

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

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and

completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

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

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

FORM FDA 3654 (10106) Page 2
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COBALT G-MV BONE CEMENT SHELF-LIFE JUSTIFICATION

Tile proposed initial shelf-life of ooe year for Cobalt G-MV Bone Cement is based ol tlhe
snbstantial equivalence of the cement's formulation, timne-zero performance, packaging
and sterilization, coolpared to legally marketed PMMA bone cements.

The report entitled "FORMULATION COMPARISON: COBALT G-MV BONE
CEMENT vs. SIMPLEX P with TOBRAMYC1N BONE CEMENT", establishes the
substantial equivalence of the chemistries, for both the powder and liquid components, of
Cobalt G-MV and Simplex P W/ tobramycin (cleared in K014199).

Thle time-zero performance of Cobalt G-MV Bone Cement is documented in many of the
reports included in this 510(k) submission. In all of these reports Cobalt G-MV was
found to be substantially equivalent to Simplex P W/ tobramycin (cleared in K014199).

The report entitled "PACKAGING/STERILIZATION COMPARISON COBALT G-MV
vs. Cobalt HV/G-HV and Simplex P w/tobramycin" establishes tile substantial
equivalence of packaging materials and sterilization teelmiques for Cobalt G-MV to tile
packaging materials and sterilization techniques used with Cobalt G-HV (cleared by FDA
in 5 10 K051532).

Summla,

Tbe chemistry and time-zero performance of Cobalt G-MV are substantially equivalent to
Simplex P W/ tobramyein, celnent with a 5-year shelf-life. Likewise, the packaging
materials and sterilization methods employed for Cobalt G-MV powder component are
substantially equivalent to those for Cobalt G-HV (K051532), cleared with a one-year
shelf-life.

Conclusion

The proposed one-year initial shelf-life for Cobalt GMV Bone Cement is consmwvative in
light of the data in-hand today and rationale presented herein.

Xhmad Merkhan

Diercto

DD)- Tab E, Page I of I
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Substantial Equivalence
CobaltT" G-MV Bone Cement

Introduction
Cobalt TM MV with Gentamicin (also known as Cobalt'TM G-MV) Acrylic Bone Cement is a methyl
methacrylate-styrene copolymer based acrylic bone cement with a medium viscosity. CobaltTM G-
MV includes gentamicin, a broad spectrum antibiotic. Biomet has developed this bone cement to
expand its product line and to provide orthopedic surgeons the option of a medium viscosity,
antibiotic-loaded bone cement with excellent handling characteristics. In addition, the cement
features a color additive to serve as an optical marking during orthopedic surgery.

Cobalt Tm G-MV Bone Cement is substantially equivalent to the following cleared devices:

K051532 Cobalt TM G-HV Bone Cement Biomet, Inc.
K014199 Simplex® P with Tobramycin Bone Cement Stryker Howmedica Osteonics

A Predicate Device Comparison Table comparing CobaltTM G-MV Bone Cement to the predicates can be
found in Tab A of this section and information on the predicate devices may be found in Tab B.

Intended Use
Cobalt TM G-MV is an acrylic cement-like substance which allows seating and fixation of the
prosthesis to the bone. After complete polymerization, the cement acts as a buffer for even weight
distribution and other stresses between the prosthesis and the bone. Insoluble barium sulfate
provides the radiopaque quality of the formulation.

Cobalt TM G-MV's intended use is exactly the same as the intended use of its predicates.

Indications for Use
The Indications for Use for CobaltTM G-MV Bone Cement are the same as the predicate CobaltTM G-
HV (K051521), and similar to the predicate Simplex® P with Tobramycin (K014199). Specifically,
the Indications for Use Statement is as follows:

Cobalt TM G-MV Bone Cement 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 intended for use to affix a new prosthesis in the
second phase of a two-stage revision after the initial infection has been cleared.

Design
Cobalt TM G-MV is provided in two separate, pre-measured sterilized components, a 40g packet of
polymer powder and a 2OmL unit of liquid monomer. When these components are mixed they form
radiopaque fast-setting bone cement. This is the same essential design of both bone cement
predicates, with the variable feature of each being its chemical composition. Cobalt'TM G-MV Bone
Cement's formula composition is similar to that of Simplex® P with Tobramycin Cement (K014199)
with respect to dough time, work time and set time. Cobalt TM G-MV includes the additional feature of
a blue color additive to enhance differentiation from bone in the surgical field. This color additive is
the same additive approved by FDA per 21 CFR 74.3102 and used in the predicate Cobalt TM G-HV
Bone Cement (K051532). These variations do not result in any significant differences in the chemical,
handling, physical, and mechanical properties of Cobalt TM G-MV and Simplex® P with Tobramycin.

Cobalt TM G-MV Bone Cement utilizes the broad-spectrum antibiotic gentamicin, as does its predicate
Cobalt' m G-HV (K051532).

SE - Page 1 of 3
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Materials
The chemical compounds comprising CobalIt TM G-MV Bone Cement are the same as those used in
the predicate Simplex ®P with Tobramycin (K014199), except for the radiopacifier, the color
additive, and the antibiotic. (See Tab A for a device comparison.) The radiopacifier, color additive,
and antibiotic used in Cobalt G-MV are also used in the predicate CobalIt T M G-HV (K051532).

40g powder component:

· Methyl methacrylate-Styrene copolymer 28.95-29.60 grams (74.575%)
· Polymethyl methacrylate 6.00 grams (15.000%)
· Zirconium Dioxide 4.00 grams (10.000%)
· FD&C Blue No. 2 Aluminum Lake 0.05 grams (0.125%)
· Benzoyl Peroxide 0.35-1.00 grams (0.300%)
· Gentamicin Sulfate (equivalent to 0.50g 0.84 grams

of gentamicin)

20mL liquid component (monomer):

· Methyl methacrylate (stabilized with 18.424 grams (98.0%)
hydroquinone)

· N,N-dimethyl-p-toluidine 0.376 grams (2.0%)

Packaging
Cobalt TM G-MV is double packaged. The packaged powder and liquid components are placed into a
fiberboard outer box after the individual components are packaged.

The packaging of Cobalt TM G-MV powder is similar to that of the predicate Cobalt TM G-HV Bone
Cement's powder component (K051532). Since FDA's clearance of Cobalt TM G-HV in 2005, Biomet has
changed the exterior packaging for its bone cements from a paper/foil/polymer laminated pouch to a
foil/polymer laminated pouch comprised of TPC-0814B. This change utilized internal documentation
pursuant to FDA's guidance document, "Decid/ing when to Submit a 51O(k) for a Change to an Exisb)Tg
Device (Kg7-1). The exterior foil packaging has been validated and poses no new risks. A copy of the
validation for TPC-0814B is on file at Biomnet and can be accessed at any future FDA inspection. The
inside packaging for CobalIt T M G-MV is the same as the predicate CobalIt T M G-HV's (K051532) inside
packaging.

The liquid monomer's inner container is a Cryovac T6050B co-extruded film pouch (LLDPE sealant
layer, polypropylene skin, and barrier of EVOH sandwiched between nylon layers). The outer
container is a Tvek ®pouch. The packaging for the liquid monomer is the same as that of its
predicate, Cobalt T M G-HV (K051532).

Sterilization
Cobalt TM G-MV's powder component is EtO-sterilized by Centurion Sterilization Services. The liquid
component is sterile filtered and aseptically filled by Biomet Manufacturing Corp. The interior of the
pouch is sterilized by exposure to gamma irradiation prior to monomer filil. Sterilization for Cobalt TM G-
MV is the same as for the predicate Cobalt TM G-HV (K051532).

SE - Page 2 of 3
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Mechanical Testing
Extensive/in vitro testing was performed in accordance with Class I], Special Controls Guidance:
Po/ymethy/methacry/ate (PMMA) Bone Cement. Guidance for Industry and FDA (July 17, 2002) to
demonstrate the equivalence of Cobalt TM G-MV Bone Cement to the predicate Simplex ® P with
Tobramycin (K014199). Please refer to the Mechanical Testing Section for the following:

:~Summary of Chemical, Physical, Handling & Mechanical Testing (Tab A)
Conformance to consensus standards tables (Tab B)
Test report summary table (Tab C)

:~Test reports characterizing the chemical, handling, physical, and mechanical properties of
Cobalt T M G-MV Bone Cement compared to its predicate device, Simplex® P with Tobramycin
(K014199) (Tab D)

The test results show that the properties of Cobalt T M G-MV are similar to, or better than, those of
its predicate, Simplex® P with Tobramycin (K014199).

Clinical Information
No clinical testing was necessary for a determination of substantial equivalence.

Conclusion
IThe Cobalt TM G-MV Bone Cement described in this submission is substantially equivalent to the
predicate devices. There are no issues regarding safety and/or efficacy.

S
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bone cements. The report titled radiopacity shows that Cobalt G-MIV Bone Cement has
better radiopacity than Simplex P w/tobramycin.

Monomer Liquid

Both monomer formulations include a monomeric component (methyl methacrylate), an
accelerant (N,N-dimethyl-P-toluidine) and a stabilizer (hydroquinone).

Hydroquinone

The presence of hydroquinone in the monomer liquids is acknowledged for both cements.
The hydroquinone content in Cobalt monomer liquid is 60ppmn and the hydroquinone
content in Simplex P monomer liquid is 75 ppmn.

Antibiotic

The antibiotic used in Cobalt G-MV Bone Cement is gentamnicin sulfate. However,
Simplex P w/tobramycin has tobramycin sulfate.
Most infections associated with total joint replacement are caused by some kind of
Staphylococcus. The spectrums of antibiotic activity for gentamicin and tobramycin are
very similar, although a couple of minor differences have been reported. Gentamicin has
greater activity against Serratia, while tobramycin has greater activity against
Psuedomonas - otherwise their activity is just about the same.
Although Cobalt G-MV has smaller quantity antibiotics than Simplex P w/tobramycin,
the report titled "antibiotic elution" shows substantial equivalent in antibiotic elution
between Cobalt U-MV and Simplex P w/tobramycin.

Conclusion

The chemistries of Cobalt G-MV and Simplex P w/tobramycin powder and liquid
formulations are substantially equivalent.
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DF..ARTIVENT OF HE.ALTH &L HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

AUG 3 - 005
Mr. Lonnie Witham
Biomet Manufacturing Corp.
P.O. Box 587
Warsaw, Indiana 4658g1-058g7

Re: K051532
Trade/Device Name: CobaltTM G HV Bone Cement
Regulation Number: 21 CFR 888.3027
Regulation Name: Polymethylmethacrylate (PMMA) bone cement
Regulatory Class: lI
Product Code: LOD
Dated: July 13, 2005
Received: July 14, 2005

Dear Mr. Witham:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in
the enclosure) to legally marketed predicate devices marketed in interstate commerce prior to
May 28,. 1976, the enactment date of the Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that
do not require approval of a premarket approval application (PMA). You may, therefore, market the
device, subject to the general controls provisions of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (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 g00 to 898. In addition, FDA may publish fur-ther
announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantiai equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all the
Act's requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling
(21 CFR Part 801); good manufacturing practice requirements as set 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 1000-1 050.

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



Page 2 - Mr. Lonnie Witham

This letter will allow you to begin marketing your device as described in your Section 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device to
proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Office of Compliance at (240) 276-0120 . 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 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 Interact address http://www. fda. gov/edrh/industry/suppDort/index.html.

Sincerely yours,

Melkeerson
Acting Director
Division of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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AUG 3

510(k) Summary

Cobalt G TM HV Bone Cement

Applicant/Sponsor: Biomet Manufacturing Corp.
P.,O. Box 587
Warsaw, Indiana 46581-0587

Contact Person: Lonnie Witham
Telephone: (574) 267-6639
Fax: (574) 372-1683

Proprietary Name: Cobalt GTM IHV Bone Cement

Common Name: PMMA Bone Cement

Legally Marketed Devices To Which Substantial Equivalence Is Claimed:
Predicate Device: Palacos® G Bone Cement
Cleared by: Biomet 510(k) Notification (K030086)
Manufacturer: Biomet Inc.; 56 East Bell Drive; Warsaw, IN 46582

Predicate Device: Generation 4CRD Bone Cement
Cleared by: 5 10(k) Notification (K993836)
Manufacturer: Biomet Inc.; 56 East Bell Drive; Warsaw, IN 46582
(Relevant to packaging and sterilization processes cleared for this device)

Device Description:
Cobalt GTM HV Bone Cement is a fast setting polymer (polymethylmethacrylate) cement
for use in bone surgery. Mixing of the two sterile components, consisting of a powder
and a liquid, initially produces a paste that is used to anchor a joint prosthesis or to fill an
osseous defect. The hardened bone cement allows stable fixation of the prosthesis and
transfers stresses produced on movement to the bone via the large interface. Insoluble
zirconium (IV) oxide is included in the cement powder as an x-ray contrast medium. The
FD&C Blue No. 2 Aluminum Lake color additive serves as optical marking of the bone
cement at the site of the operation. The gentamicin component is a broad-spectrum
antibiotic.

The powder component is supplied in a polyethylene-coated paper packet. It
consists of 40 grams of powder (copolymer) with the following composition:

* Methylmethacrylate-methylacrylate copolymer
with FD&C Blue No. 2 Aluminum Lake 33.42 - 33.86 grams

* Benzoyl peroxide, hydrous 75% 0.20 - 0.64 grams
* Zirconium dioxide 5.94 grams
* Gentamicin sulfate (equivalent to 0.5 grams gentamicin) 0.835 grams
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The liquid component is supplied in a flexible packet. It consists of 20 ml of liquid

(monomer) with the following composition:
· Methylmethacrylate (stabilized with hydroquinone) 15.424 grams

· N,N-dimethyl-p-toluidine O.376 &rams

Methymethacrylate monomer is the primary constituent of the liquid component, In much

smaller quantities are the accelerator, N, N-dimethyl-p-toluidine, and the stabilizer,

hydroquinone, both are typical constituents of PMMA bone cement.

When the powder and liquid components are mixed, the accelerator speeds The generation

of free radicals and the stabilizer in the liquid reacts with many of the earl)' free radicals,

but is soon consumed. Free radicals can then initiate formation of polymer chains.

Polymerization proceeds slowly over the first few minutes. Polymer chains at the surface

of the powder beads mingle with monomer and newly formed polymer chains, while

smaller beads may dissolve completely. The cement temperature rises as set time of the

cement approaches. Polymerization is essentially complete and the bone cement hard

within 15 minutes.

Intended Use / Indications for Use:
Cobalt GT M l-IV Bone Cement with goentamicin is indicated for use as bone cement in

arthroplasty procedures of the hip, knee and other joints to fix plastic and metal prosthetic

pants to living bone when reconstruction i's necessary because of revision of previous

arthroplasty procedures due to joint infection. The cement is intended for use to affix a

new prosthesis iu the second phase ofra two-stage revision after the initial infection has

been cleared.

Summary of the Technological Characteristics:
The components of Cobalt G TM HV Bone Cement are substantially equivalent to the

legally marketed device Palaces® G Bone Cement. Both cements are processed aud

sterilized in an equivaleot manner, the primary difference being the addition of color

additive FD&C Blue No. 2 Aluminum Lake. The FDA has approved the new color

additive (FD&C Blue No. 2 Aluminum Lake) for use in bone cement.

Non-Clinical /Clinical Testing:
The substantial equivalence to Palacos® G was determnined by in vitro comparative

testing to Cobalt GT M HV Bone Cement and comparatively analyzing the relevant data.

Trhe results showed that Cobalt GT M HV Bone Cement possesses chemical, physical,

mechanical and handling characteristics necessary to fulfill its intended use. in sumrmary.

Cobalt GT M FIV Bone Cement (with gentamicin) is equivalent to Palaces® G (with

gentamicin) for its primary intended use of fixation of prosthetic components as

described in the device labeling. No clinical testing was perforated.
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STATEMENT OF INDICATIONS FOR USE

5 10(k) Number K051532

Device Name: Cobalt TM G HV Bone Cement

Indications for Use:

Cobaltf m G HV Bone Cement 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 intended for use to affix a new prosthesis
in the second phase of a two-stage revision after the initial infection has been cleared.

Prescription Use X OR Over-The-Counter-Use
(Per 21 CFR 801.109) (Optional Format 1-2-96)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of General, Restorative,
and Neurological Devices

5!O9(k) Number _ 3(~(5X
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if ~~~DEPARTMENT OF HEALTH &HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Ms. Jennifer A. Daudelin MAY 0 6 2003
Regulatory Affairs Specialist
Stryker Howmedica Osteonics
59 Route 17 South
Allendale, NJ 07401

Re: K0 14199
Trade/Device Name: Simplextm P with Tobramycin
Regulation Number: 888.3027
Regulation Name: Polymethylmethacrylate (PMMA) bone cement
Regulatory Class: 1I
Product Code: LOD
Dated: February 3, 2003
Received: February 4, 2003

Dear Ms. Daudelin:

We have reviewed your Section 5 10(k) premnarket 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 premnarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (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. 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); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicablc, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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Page 2 - Ms. Jennifer A. Dandelin

This letter will allow you to begin marketing your device as described in your Section 5 10(k)
promarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4659. 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 from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-204I or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sineerely yours,

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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510(k) Summary for SimplexYM P with Tobramycin

Proprietary Name: SimplexTM P with Tobramycin Bone Cement

Common Name: Antibiotic Bone Cement

Classification Name and Reference: 21 CFR 888.3027

Polymethylnethacrylate (PMMA) Bone Cement

Proposed Regulatory Class: il

Device Product Code: OR (87) LOD MAY 0 6 Z203

For Information contact: Jennifer A. Daudelin

Regulatory Affairs Specialist

Howmedica Osteonics Corp.

59 Route 17

Allendale, NJ 07401-1677

(201) 831-5379

Fax: (201) 831-6038

Email: Jdaudelin(howost.com

Date Summary Prepared: April 28, 2003

Device Description

SimplexTM P with Tobramycin is an acrylic bone cement intended for the fixation of

prostheses to living bone for use in second stage revision for total joint arthroplasty. The

cement is packaged in two sterile components; a liquid monomer component and a

powder copolymer component. The liquid monomer component is comprised of methyl

methacrylate, N.N-dimethyl-p-toluidine, and hydroquinone. The powder copolymer

component consists of methylmethacrylate-styrene copolymer, polymethylmetbacrylate,

barium sulfate U.S.P., and tobramycin sulfate U.S.P. The liquid and powder components

are mixed together resulting in the exothermic polymeric formation of a soft, pliable,

dough-like mass. As the reaction progresses, a cement-like complex is formed.
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510(k) Summary for Simplex tm P with Tobramycin

Intended Use

SimplexTM P with Tobramycin is indicated for the fixation of prostheses to living bone

for use in the second stage of a two-stage revision for total joint arthroplasty.

Substantial Equivalence

SimplexTm P with Tobramycin is substantially equivalent in intended use, overall

materials, mechanical properties, and operational principles to Surgical Simplex® P

Radiopaque Bone Cement (Howmedica Osteonics N-17-004).

Performance Data

Information on the safe use of SimplexTm P with Tobrarnycin was initially gathered

through traditional literature searching. Information in published papers was

supplemented by contacting authors of the relevant papers for additional unpublished

details. Finally, arthroplasty registries were contacted to determine whether they had data

that might be relevant to the safe use of this product.

The cumulative results of extensive in vitro and in vivo test data show that a balance is

achieved between antibiotic release and mechanical integrity without threats of systemic

toxicity or compromised mechanical function.

Additional in vivo studies were performed, which evaluated the antibiotic release from

cement polymerized in situ in rabbits. Local concentrations were measured in the

femoral bone bed surrounding the cement, following animal sacrifice and excision, as

well as systemic levels drawn throughout the study. The values predicted by the model

correlate very well with clinical data from hemovac, serum, urine, and bone samples as

reported by several clinicians.

In summary, the testing demonstrates that, in terms of safety and mechanical properties,

SimplexTM P with Tobramycin bone cement is substantially equivalent to the legally

marketed predicate Surgical Simplex® P Bone Cement.
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MAY-02-2003 1g:52 HOWMEDICR OSTEONICS CORP 201 831 6038 P.04/15

Indications for Use

510(k) Number(if known): K014199

Device Name: SimplexTM1 P with Tobramycin

Indications for Use:

SimnplexM P with Tobranlycin is indicated for the fixation of prostheses to living bone
for use in the second stage of a two-stage revision for total joint arthroplasty.

a nd Neurological Devices

5 10(k) Number ~0 K/q~

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTIN1JE ON ANOTHER PAGE
I1~ NEEDED)

Concureo of CDRH, Office -of Device Evaluation (ODE)

Prescription Use I,/ OR Over-The-Counter Use

(Per 21 CFR.801.109) ~~~~(Optional Formnat 1-2-96)

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



U

Cobalt G-MV Bone Cement vs. Simplexo P w/tobramyein
Summary of Chemical, Physical, Handling & Mechanical Testing

MT - Tab A, Page 1 of 3

(b)(4) Testing
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M~T - Tab A, Page 2 of 3

(b)(4) Testing
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Mechanical Testing
~ ~~~~~~Tables Demonstrating Conformance of

Cobalt TM G-MV Bone Cement to Consensus Standards

(b)(4) Testing
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MT -Tab C, Page 1 of 3
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015
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(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



(b)(4) Testing

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



Site: null Page]I of]I

N ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~~~~~.A,,WOM .O51E~.. . 3.00S~~.OBS.

FOOD AND DRUG ADMINISTRATION W~~~~~~~FOO Aprite the Pamnot90S IdentroifiDcationl~j 33.be 20

MEDICAL DEVICE USER FEE COVER SHEET WItetePyetIetfcto ubro orcek

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
http://www.fda.gov/oc/mdufma/coversheet.htmI ______________________________

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

2.1 E-MAIL ADDRESS
BIOMET INC sue.alexander~biomet~com
56 EAST BELL DRIVE
PC0 BOX 587 2.2 TELEPHONE NUMBER (include Area code)
WARSAW IN 46581-0587 574-371.1152
us 2.3 FACSIMILE (FAX) NUMBER (Include Area code)

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 574-372.1683
351418342

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application

descriptions at the following web site: http:/kiww.fda.gov/oc/mdufma

Select-an application-type: 3.1 Select a center
[X] Premarket notification(51 0(k)); except for third party [X) CDRH
[513(g) Request for Information []I CBER
(JBiologics License Application (BLA) 3.2_Select one-of the types below
[1Premarket Approval Application (PMA) [X] Original Application
)Modular PMA Suppleime4tIypm.
[Product Development Protocol (PDP) [1Efficacy (BLA)
[Premnarket Report (PMR) [Panel Track (PMA, PMR, POP)
[Annual Fee for Periodic Reporting (APR) [Real-Time (PMA, PMR, POP)

(30-Day Notice [180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)
()IYES, I meet the small business criteria and have submitted the required [XI NO, I 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.)
[ I NO (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:/tvwww.fda.gov/cdrh/mdufma for additional information)

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

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

I Tis iolgic aplictio issubittd udersecion351of the Public []I The application is submitted by a state or federal
[1 Ths bioogic applcatin is ubmited uder ectio 351government entity for a device that is not to be distributed

Health Service Act for a product licensed for further manufacturing use only commercially

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

[]IYES [XI NO

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
02-Jun-2009

FormF FDA 3W I1(0112607)

"CloseWindow" Print-Cover-sheet

https://fdasfinapp8 .fda.gov/OAHTML/mdufmaCScdCfgltemsPOppUPi sp?vcname=Susan%... 6/2/2009

(b) (4)

(b) (4)

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



PREMARKET NOTIFIrCA'rION
TRUTHFUL AND ACCURATE STATEMENT

(As Required by 21 CFR 807,870j) )

I certify, in my capacity as a Development Engineer of Biomet Manufacturing Corp., I believe to the
best of my knowledge, that all data and information submitted in the premarket notification are
truthful and accurate and that no material fact has been omitted.

' Imad Merkhan '

Date

Cobalt Tm G-MV Bone Cement
Device

AI

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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x ~~~~~~~~~~~~~~~~~~~~See OM B Statement on Reverse, Formn Approved: 0M B No. 0910-0616, Expiration Date: 10-31-2011

C ~~~~~~~~~~DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

IiLI2~~i~ Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), withF D A,.% ~~Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 2820))

(For submissonwit han applicatiorth'submission, including amendments, supplements, and resubmissions, under §§ 506, 515, 520(m), or 510(k) of the
Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.)

SPONSOR I APPLICANT I SUBMITTER INFORMATION
1 . NAME OF SPONSOR/APPLICANT/SUBMITTER 2. DATE OF THE APPLICATION/SUBMISSION

Biomet Manufacturing Corp. ~~~~~~WHICH THIS CERTIFICATION ACCOMPANIES

3. ADDRESS (Number, Street, Staea and ZIP Code) 4. TELEPHONE AND FAX NUMBERS
(Include Area Code)

56 East Bell Drive 574.267.6639
P.O. Box 587 (Tel.) -,................

Warsaw, IN 46581-0587 (Fax) 574.372.1683

PRODUCT INFORMATION
5. FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Proprietary andlor Chemical/Biochemical/Blood/Cellular/Gene Therapy Product Namne(s)

FOR DEVICES: Include Any/All Common or Usual Namne(s), Classification, Trade or Proprietary or Model Namne(s) and/or Model Number(s)
(Attach extra pages as necessary)

Common name: PMMA Bone Cement

Trade nane. Cobalt&CMV Bone Cement

APPLICATION I SUBMISSION INFORMATION
6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

H- IND H NDA fl ANDA H: BLA H] PMA H- HOE g] 510(k) H~ PDP HOther
7. INCLUDE IND/NDA/ANDAIBLA/PMA/HDE/51 0(k)/PDP/OTHER NUMBER (/f number previously assigned)

NA

8. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

NA

CERTIFICATION STATEMENT I INFORMATION
9. CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and exp/anation)

KIA. I certify that the requirements of 42 U.S.C. § 2820), Section 4020) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
1 0-85, do not apply because the application/submission which this certification accompanies does not reference any clinical tInal.

H- B. I certify that the requirements of 42 U.S.C. § 2820), Section 4020) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinical trial referenced in the application/submission which this certification accompanies.

H- C. I certify that the requirements of 42 U.S.C. § 2820), Section 402g) of the Public Health Service Act, enacted by 121 Stat, 823, Public Law
110-85, 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,

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. § 282fj)(l)(A)(i), SECTION 402(j)(1)(A)(i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Attach extra pages as necessary)

NCT Numbris) NA _______

The undersigned declares, to the best of her/his knowledge, that this is an accurate, true, and complete submission of information. I understand that the
failure to submit the Certification required by 42 U.S.C. § 282(j)(5)(B), section 4020)(5)(B) of the Public Health Service Act, and the knowing submission
of a false certification undersuch 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.

1 1. SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 12. NAME AND TITLE OF THE PERSON WHO SIGNED IN NO. I I
AUTHORIZED REPRESENTATIVE (Sign) SsnA lxne

Arabi c ~ ~~~~~~~ ~~~~~~~~~~(Title) Regulatory Affairs Specialist

IS. ADDRESS (NumberSret State, and ZIP Code) (of persion identified 14. TELEPHONE AND FAX NUMBERS 15. DATE OF
in Nos. II and 12) (Include Area Code) CERTIFICATION

56 East Bell Drive (Tl)574.267.6639, xi 152
P.O. Box 587
Warsaw, IN 4658 1-0587 (Fax) 574.372.1683

Form FDA 3674 (11/08) (FRONT) PCG~i . . ME
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Food and Drug Administration
Office of Device Evaluation &

OVER SHEET MEMORANDUM ~~~~~~~~~~~~~Office of In Vitro Diagnostics

*From: Reviewer NameHc v D r~
Subject: 510(k) Number .2 0
To: The Record

Please list CTS decision codeS
El Refused-to accept (Note: this is considered the first review cycle, See Screening ChecklisthttD//eromfaoove~oo~e~;Fils/cnH3/RH PremaketNotifictiol OkProca/ 6 lSreiQ20ecklist%27

El Hold (Additionp~ermation or Telephone Hold).
il Final Decislo (SE)SE with Limitations, NSF, Withdrawn, etc.).

Pease complete the following for a final clearance decision (i.e., SE, SE with Limfitations.t)
Indications for Use Page iAttach IFUJ

10kSumnma 10(k) Statement c umr
rhfland Accurate Statement. / ut be present for a Final Decision-

Is the device Glass Ill?
If yes, does firm include Class Ill Summary? Mutersnfr ia eiin
Does firm reference standards?

(if yes, please attach form from htp/wwfagyoao/oehie/dfrsFA

Is this a combination product?
(Please specify category -. see
httpi://eroom.fda.aov/eRoomRep/Files/CDRH3/CDRHPremarketNotifictiol OkPrormO43bOMBINATION%20POUT2AGRTM2(EIEO

1 O 1 0
Is this a reprocessed snl use device?

(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for ~Reprocessed Single-UJselvMedical Devices, http:/wwfapvcrodguane11htl
Is this device intended for pediatric use only? ____ X
Is this a prescription device? (if both prescription & OTC, check both boxes.) 

-

Dbid the a-pp-licatio-n include -a comp-le-tedl FO-RMFDA- 3-674, Ce~rtificat~io-n with Requi-rem-ents of -Glinicai~riai~gov Data Bank?__ ___$

Is clinical data necessary to supr the review ofti51(k?-- FDid the application include a completed FORM FDA 3674, Certification with Requirements of #
Clinical~rials gov Data Bank?
(if not, then applicant must be contacted to obtain completed form.)
Does this idevice incl~ude an-Animal Teissue Source?
All Pediatric Patients ageaz2l
Neonate/Newborn (Birth to 28 days)
Infant (29 days -< 2 years old)
Child (2 years -< 12 years old)
Adolescent (12 years -< 18 years old)
Transitional AdolescentA(18 -<21 years old) Special considerations are being given to thisgroup, different from adults age Žt21 (different device design or testing, different protocol
procedures, etc.)

Rev. 7/2/07
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Trasitona AdlesentB (8 -: 2; N spcia cosidratonscomare toaduts=> 21years]

Nanotechnology...

Is' this device subject-to the Tracking Regulation? (Medical Device Tracking CotcOC
Guidance, http://llwwdaqvcrlopuiac16.t)CnatO.

Regulation Number Class* Piroduct Code

(*if unclassified, see 510(k) Staff)
Additional Product Codes: j

Final Review: D vso ietr
~~~~~~~~~~~~~~(DivisioeDire 'r ate

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



K092150 Sl
SE

Date: 10/26/2009
To: The Record Office: ODE
From: Hany Demian, M.S. Division: DSORD

Device Name: Cobalt G-MV Bone Cement
Contact: Susan Alexander 1,*/l
Phone: 574-267-6639

I. Purpose and Submission Summary

Biomet wishes to market Gentamicin-MV Acrylic Bone Cement for a 2 stage revision once the
initial infection as been cleared. This is the same bone cement without the antibiotic cleared
in K091608. In S1, the sponsor provided additional data and clarifications that address my
concerns regarding (BPO, fatigue testing and gentamicin particle size). I recommend SE
determination.

II. Administrative Requirements

Indications for Use page (Indicate if: Prescription or OTC) xI

Truthful and Accuracy Statement x

510(k) Summary or 510(k) Statement x,

U ~~~ ~~~ ~~~ ~~~ ~~~ ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ ~~ ~~ ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

Standards Form I x

Is the device life-supporting or life sustaining? x:

Is the device an implant (implanted longer than 30 days)? x

Does the device design use software? x

q~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

Is the device sterile? x

Is the device reusable (not reprocessed single use)?
Are "cleaning" instructions included for the end user?

Indications for Use

CobalJt T M V with Gentamicin Bone Cement 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
intended for use to affix a new prosthesis in the second phase of a two-stage
revision after the initial infection has been cleared.

N~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~
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Cobalt"' G-MV bone cement is formed when two separate, pre-measured sterilized components,
a powder copolymer and liquid monomer, are mixed to form a radiopaque, rapidly-setting bone
cement for use in orthopedic surgery. Mixing of the two sterile components initially produces a
paste that is used to anchor the prosthesis, or to fill an osseous defect. The hardened bone
cement allows stable fixation of the prosthesis and transfers mechanical stresses produced
during movement from the prosthesis to the bone via the large interface between the cement
and the bone.

The powder component, supplied in a gas-permeable packet, consists of 40 grams of powder
with the following composition:

*Methyl methacrylate-Styrene copolymer 28.95-29.60 grams (74.575%)
*Polymethyl methacrylate 6.00 grams (15.0000/)
*Zirconium Dioxide 4.00 grams (10.0000/)
*FD&C Blue No. 2 Aluminum Lake 0.05 grams (0.125%)
*Benzoyl Peroxide 0.35-1.00 grams (0.300 %/)

* Gentamicin sulfate (equivalent to 0O50g 0.84 grams
gentamicin)

The liquid component is supplied in a flexible packet. It consists of 20m1 of liquid (monomer)
with the following composition:

* Methyl methacrylate (stabilized with 18.424 grams (98.0%)
hydroquinone)

* N,N-dimethyl-p-toluidine 0.376 grams (2.0%)

The powder contains lO0/ zirconium dioxide as an x-ray contrast medium. To assist in
distinguishing between bone and cement within the surgical field, blue pigment (FD&C Blue No.
2 Aluminum Lake) is added to the powder to produce a bluish tint in the final cement. This color
additive may be used safely at a level not to exceed 0.1 percent by weight of the bone cement,
per 21 CFR 74.3102 (Tab A). The target concentration for this colorant in the powder
component of Cobalt"' G-MV is 0.1250/ by weight. As the weight of the powder component is
40~g, and the weight of the liquid component is 18.8g (20ml x 0.94g/ml), the total weight of a
single unit of cement is 58.8g. Therefore, the target concentration of the colorant FD&C Blue
No.2 Aluminum Lake in Cobalt'TM G-MV Bone Cement, after mixing the powder and liquid
components, is 0.0849% (0.1250k x 40g/58.8g).

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 3 minutes can be manipulated for about 5
minutes (at 230C (730F]). (See curves and tables below for temperature variations.)

2
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Open Bowl Mixing at Ambient Temperatures
Ambient and component temperature 18 ° C 200 C 230
Mixing time 0'30" 0,30,, 0,30 -

Start of dough phase 5'30" 4'15" 3'00"

End of application phase 12'50" 10'30" 8'10"
Hardening ~~~~~~18'15", 15'00" 11'40"

Vacuum Mixing at Ambient Temperatures
Ambient and component temperature 18 ° C 200 C 230 C
Nixing time 0'30" 0'30" 0'30"

Start of dough phase 3'25" 2'45" 2'10"

End of application phase 10'00", 8'15" 6'30"
Hardening 14'15" 11'45" 9'15"

Handling and Setting Times vs. Temperature for
Open Bowl Mixing of Cobalt TM G-MV Bone Cement

25 - I, ! 77.0

24 -.-.. -.. -. 75.2

23 -- 73.4

2 2 - - 71.6 -.

~'20 68.0 0.%

E. 19 * 66.2 E

18 - - - - 64.4

1 7 -62.6

N~~~~~~~~~~~~~~~I

16 __I60.8

0 5 10 1 5 20 25
Time (rain)

I -Mixing phase tII - Post-dough phase
II - Pre-dough phase IV - Final hardening phase

End o appicatin phse 1250" O'30" 8'13
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Labeling

COBALT TMZ MV WiTH GENTAMICIN BONE CEMENT
Mlediumll Viscosity lW~idllpaqule Honeli Cemllet conlaiiiing G.entomicin

Mvethyl Mvethacrylate -Styrl'ee Cpolvlnler & Poly (mlethyl meth1acrylatec)

Allenflira] Operating Suiilgcgrm

DEI.SC R lI WINT{)
C'obl¢lhI s MV\ with Giciiltitlll l~ ~~icl( 'ellI¢St! provides Iwo Sqe.parlqc, pt'c-imlastired Sterilized collpollntlts.

wfiilch whell nixedl form a ratdlopaque rapidly sct:imllt bonlecoinonit.

Ogle11 comltlOllenli is supillied iln : gns-p~ermeable palck~et. It cmisists or 401 g, imwdet (eollo].iner) wvill1

tilt'. folowhmilivg Composiliol.:

Methyl mhayat-yrn:Colmklymctl 28.195-29.60 grams

I Poly(nl¢C~hy ll m lcdmrylaitel 6.0 g, MIlS

zircolminil dioxide 4.00 granlls

FD&,C Blue No. 2 A;\lt mmlnl1 Lake 0.05 grants

Bcl~n/oyl peroxide 0.35- I dl0 gramils

( ieillallliCill suilfae (¢quiivalcinl 1o) U0. g G~entamilici) 0.8:1 gramis

''l The c , oiinr eomlt ele1 t is suitp plIiedL il nI afI x.i I Ic p)ouchel. ItI enis i sl If 210 i m o f I]i Itiid (111 (l i i llI' with v theiIIi

hdklm'htll corllilosilionl:

· ) M lieyhnlhaIcryla Ie (s labilIlvet] wdI Illyld Ioq I n1o I l 11/.424 grnils

N,\N-dlIm ttclh yl -pI-10lohli(Iill, 0,.'376 grams

'I I4Th liquid awlltlo lle, I isS SI uI11eliIt Iihcc d. ITie i I I -Ilor I) f I dlW ito thL imer i pelt ol i.% SteCrilize7cd by xpo0Sm' LiI o L

gatmma radiation. The uxterior or tile. poch coataiikiig tie liquid is stlcrili/xCd with vaporous.15 h1',drogUll

peroxide. 1he powder is sterilized with ethleneci oxid¢. The gas~lcrnlcabie packets containing flel plowder

Blue p~igmenCt (FD&C( 1311uc No. 2 AllumimmullL al,;} is added to flhe powder, component to produce a bhdsh

lint( irl thje fiflal ComteIli. This reudm's it ijossibl¢ Eto distingttish huhvcunbll t !aInIId Gemtilt whhh]il thle surgical

Fiild.

\Vhlcit Ihc powder {(oolmlym~r) andi( thu liquid (m,.moncr[1) Zile mixed, the dimci~liv-o-toluiduic inl ilh liquid

,activates thle b,.nz,/o\'l putoxide catalyst inl tibt pow~der. This Jiiaile.olie polimymerization of 1C lti[lollllcl1 ',

whichl then bhlhds Iogecher grantdes of polymer. As polymerizationl Ilocceds, q sticky d(~lot] lk as .

Rallied, w~hich, allotr libout 3 m~illtit us Call Ie maripllitatcd 1121 a~boutl 5 min'uitS (tit 23"C [73'1`1). (See Cn yl es

and tables filr tililucia1tulf¢ vadations.}

IPolvinlm.iztion is [Inl "2othellilic i0clcioll with temperaire'cs lising as highi as 900C, which )cilll:~ ;vh1ilc Ifi~c

cenlicia is hairdenbig hi ,Tih. The: released hectit ]naly dalllttJ4¢ bone.0 ot'hmem tissules s~irrmltll~dhlg~ thle imlplawl.

/\hho01~tl~ the Soilolltnco[Is gnriOlt of het a"cc IicE'rS the reactionl. tihe pr~lyllI~ti')a~ioll o1' this self-curhing

resin toccurs eveni it'c lelnlcl'ittulc is reduced by aiitgalita) with a cool physiollogic saline solution.
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MIATEIRIA.IS:

Poly (methyl miethacrykate)

Zilconiaium dioxide
FID&C. Blue No.2 Ahullitumn Iaki:
Gjenitaulicinl sLlihflc
Mehl mmihniflacryvlate (slnbili7.cd With hyVdroqaLiIIoIne)

ACTION
Co'bal TM MIV ',vht Gcillainicil Blone Cement is an ancrylic centant-like subsaance which allows seadnglu and

fixatioa of'prostlhesis Io hollo. Al ltr complete v,.lymcerization, ttlc cemenit acts m a-,I Iuifier lbeetnC weighlt

dlsilib~itiotn mid other slresses between pimsthesis and belle. [nlsollitbl zil'cotthtmi dioxNidc provides [lie

r~dtla Llttqulity 0'11he t~tmtatI1ioln.

IND}ICAT IONS
Cobln[Ol"' MV wvith Gentanticinl Bonle Cemencit is iadiictitcd Ibr u$¢ in ar0!ropla$6ic p"CcdLtres; 0£ tle hill,
kLtcc, lill]l o.il~lCI joints to fix plastic anid ttcilal prosilhciic parts 1o living bone1 whoaC icec, isttloci[11 i5

necessaty becaiuscc of revision of prcvolous a[qu'tophasly IHromuLlrcs dtilc to~ joint hff'.:'ction. The Ceillea is,
intended :.o affix it new pt'osillesis iln tile sColmd sl:igu oi'a tllto-$1ag~c 'cvkiDitm after Ihic initial infectilon ha.*,

Icnel cleared.

CONTRAINDICATOIN S
Cobalt"m N'IV v,'illk Cicntamicin llano1 CVIICntI must1 not1 he Utsed duJ'intg prcgamucY or lite nursing period,
CniOethl MV with G.lentimicini Floni Cemeoonii ctraindicaied ill patients aller gic to gnlaici or Io

other coalstlkiacnts of tile bonle colemelt. A hypersensitivity a,) any :unailnog'lycoside is ai Contrainldicati,:m Io Ililt'

se of mectlralicihr. A history of h ypes silivity (I siuus toxic re)actions to a,,s my ais)
colemhiodicyle th e liycd becuse M'known cross-sprsiiivity odepa!il$ h) (IttL,

inl this class. '[hc use of cobiaillT M NIV with GClttanlicinl Belle Ctanlcll is Conh'andicaltcd iln iralie. is with

inf'c~tioJus Wt~llitis. Iaad inl aclive infi..ctionl ofthcejoinll of'joints I: hic replaccd.

, lative conirainldicaiions include tile felhn.ing:
1, Unicooperii tirc pmicnl orpaicnt withi is incapable of lLiing directiota

etl Maetabolic disordtes which hyro imlpair oIlne for)ilioI
A . COlON lacia
4. I'ista1ni fow i thfeilnclic is which nCemen siplad a IC li clceplant site
tixaiid jool proh sirsIetio, nLkeomplete loOss I'Iitle reStioli, vite cemeact asla inter'lhce teenweigSChLtl-

artiophy, or StetrscS eia n slim ddar disease.

6. I typolellioln
7.rli c qualityothe uait oInhC
8. Reiml imlpairment

INA RN C INGS
Note: Athlll~el'atioln of Illis bonle CeiClltt2 Iltay llt'Ungllqy affec' ~t' lO'lal~ .h 't,~'Sis

PTiohlrr to withe CobtaMic~a in Borit Cemeieht sllltIltelle rui thlrs slinuid. liy specific traieoing and
exle, ri le jointougly fixplaslicl with the propllhctic IllidI i cliita boelistics. avai applicaitnlion f (le

PN.vIMA bellcauserofl. (recv Piccsi frious a:nd Mihlsl ptchniquie BecatIse j lie hciading and eniii is
ihateaded-sticof a lis aw111 o1iesis vii tdie cp snd se of a ixoinilge rechniquie, taher aie best deetminied by

tile Sutlgonl's attial tXl}tll i1t2am c. Ii is advisable for he. Sul'sedl do ig thpregnh o ie nsmixin. handling

and selting procss ivitrino fliaire unioi the icatnrial i iica ne nual suricl proacedurc.

Advus cntaIn. A hiory of hersen sitivityor sereaious txn ipeClleia, catdiact armiohylolnidh hrhiiy sal,
coiiac aireist. hnyocaldial ioltfalnothe , niolcoMsiy ctlllolislll, Cl-fkownoss-scuenr accidtivit Hod posibts tdritalg.

Ilypotilsivc rlactions cat ocaur between w 0 secntaiiiin Bone eicis eonircJ application ofPMtintsA b'ile

Reativet ad can last ct l 30 sc.ndsi It IlowlC ]n [igtttn5. SnOtt: hypotnllsive rnge:Jolts hqve p'ongr:ssad to

c 1diac arrest. The blood pressnrt , pulse pat lit ritd rosiliole orpdtients shoisld incaale ioftored reoinly dir ing
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alnd immedIiately 1`11Vllr'win [IhL nl)pl)iC~atio (""'l P 1MMA bonle ¢cient.m Amy ,significant tlral~aiol inll tese

vital signs sholL'JId lie Collrected -with apllpopriale ml'easumc. In ldJlll , ovel-pcssurization elfithe P'MMA

bIonl cmenttel shoulid he avoided dwlilig llle ill!eltiol ol' thle IWMA hont: cemlent1 ,alld implanllt ill ordc21 to

[1Jmiimze2 the ooccurrenlce of'pulllonty olll' 11boilism.

Thle risk ofJ)[11l(11~10T)' tt1 elllboliSlll nmld Ih'e everiyv of all H'olne Cemen~t Imlplanlt~ationl g.ldl'omle ([1JCIS)

coI1plicatidn1s catll b~e rEducEd h)' III[CtilJOus il'fipttonll ad dryhm (t' oflie ilfatumedlldma)' ucanl Care $ilouldd

be lakeli to ulean and aspirate thle ploxhnail pOfdtio of till2 Ceellnct] me~dulJtlary cana~ litst prior to intscItiont Ok'

bel cinert C11l [. i highi-risk patients, fir exanmple ~(hisc slts.!ininlg ]hip il'Jltuli'cs, s2~11 sihoulid be take1n lInte I(i

ovCf-llrC,¢SLlji~' the c~1eniIJ anld 1o insect tite plosilllsis slowly.

Appllication of gntai,1cillina JiTI\'C livetie Ipotcntial to Ii'i'g[' dtie typical adverse r'QLct.ions of' hits antibhiotic.

\wIliJl Zile2 in pilti'itlit:I, d;{llliage !o) hearinlg J111d tO I[lt kidlicy's. H~owc'vor, thl&Se atdVLclsc leactitens arc vcr '

mitlik¢ly to occur, as dile seftllt 1-v-I$ ri'ctldhcd lO C:,ause (dalnilge ;il nt' [ aiozced] Serious alleric ri.acliioll.

hajve hleen i'epo'tted irarel'y inl patints iSOl sysunlie geltHmmicin thlerapy. ThellrefJore, tIJ1 illcidmcllC ol illcst:

scrJims a~llergic events may fiJlso Occurt ilt patlients %wil Eal l tJ~lae blelie Celtiiill.

DEvice svol,,li" ly1 ftllJ'ailllalbiliiv anld ez(l-'clll('vlld,-'J' de.vicES: 'rite I Ie',l~lJ r'oom shoulid J]C

aderi.'llely ventlaJtedl to eJlomillale 1mmliomletr vaplrs. JIn~ltml of 10Immmcr .'ljll' eall 13'Causd Jily Ilse of

eJ'leerni' er~IE'Y ,devices inl Surgcl'JEl simle~iclel fr~s~lIy imp~lanted hone cemnents ha~s J}Ev11 reported.

In'itation of tile rcspiratory t'an;h e)'ES, and 1hle liver: Caultlion 11should be exec~ised during11 tile Mitilling rDJ'dC

liquid anld ipowdEr cOmpnentIIIs of f~le PMNr"A bones ECnllint to prevent excessive exposure IC) (Ile.

voClIIentc(Jd v~'poIrs of dile liqulid Cooll~lJItCnt. which maLL ) p(lodCE irl'italionl Of thle reslliraroly 3' ltra eyes,

and possibly (lie livi.rr Personnel w.earing eownt-1.: I[utses, should not llix ,1\'M1IA brine Ceentel or hle

nlea. tlhe mlixtile of tile PI'IMA honle ECezlln.

I. DO NOT US17 iFIhm'ce is loss of stcrility' orlhe Cemnten1

2. Discard :red D)O NOT U.SE oplnend 0m' dnalffesd packages of the Ilen¢ ¢oEnte Use only product

packaged lit n topened 1i111d undatmnagcd oIItilters.

3. Looscningz mid fi-acture (if either the Cemlent or [lie prosthesis, or bodh. 'alti occmr due it) disease,

11raltlll, anod inadequate ecEinctiting technliqute, m1ed'mIi~ltt fiblmer of thE illjill:Tts Or' tlenlt

4. Thei liquid and powder compoltlmlens Oft'ths conentcl m1urt be nmixed thoroughly Iellbre usingq.

Inadequate mirking \will lead mt inhootoicgencily diall will compromise the mechanical properlies and

clinical pel forl ancce of the CEEIBEI[.

5 . D)O NOTI USE bolle cerient after expirlaiol dlalE.

T'lie surgeon should decidc whetherliv tie bernfils expected fi'int anl arxh'l~rlIattst', OLjtVeighI any~ )ossihleI 10cg-

I1Cl11 3.dvel'se Cl'l:cls.

PIRtECA UTIONS
Strict adhlErcnc¢ to good surgical principles and tecliniqu: Zile required during Ilse ofi the Ccilmnt. Dccp

Wountlld infection ks a scritlus p;ostotivrcitvc comllpicaltionl and aIrhy recluile totla leintovaJ Of tile pl'o-stlleCsS

anid emibedded cement.,rt D~ep wound illtc'tion olwy b¢ latem nt11d ntlo Itta~ifetd itself tXer several years

pOSlOperalively-

I . CumnJEI dErmninilis: The liquid campoitent (mmonoer) has caused cowatat dErmatitis ill those

trundlingy and mixing PMNMA belle ccm1en..q Strict atiherenee( itu tlit. ilisilituitiols tol' mi.Ning Ihe

imwderadliqi Cmlmelay erdlc tieiden o un uc E mailis.

'2. Ilyper'selnsilivily reCactlol fin' oleratllng rnmnII persmtinchd The liquid Component of ltlePM/

belle Cliemill is a II[}Wel Jid lipid solkvcnl. It should not conltac[ rubber or lMxN gloves. Shimld C0111a¢I

OCeLII', tile gloves may dissolve and Ilssue dainage linty oc¢ttr, \Vear'ie aI secolid pair of gloves sand

strict adhecrence to (lie nllixingu insulrUcionls Maly dinilhlih [lie possibility of hypm'sensilivity reactions,

The maixued belle coliEn1 should 11ol make conlact Nvith gloved hand Lllti[ tle Cemnlot has actjuiced tile

¢Olsstl~iScll o[fdtllwgh. This uisually octfirs tletW,'Itwee one l([ tWvO nlifiltltE after tIVi(lelqid anld powder

eoloplml¢* leelt MH.2ixed.

3. lyjers;ensilivilly reacnl~lrls rolr patientls: Th'le gc.aii lcontl~it Ellent ofCobahl~ t LiV with G'elntalllicinl

Bell C]lement illay. C[Illse hyNPu'sEnsitivity relticonllS isolated eases.
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4. [nde~u~lt pos-ol~e rafive fi: atio IIIm IadqaIIIle Iixix; ion o r unnmnticipaced postpei eat ive evenms may

aFfeat tile I'kMKA bonc ceietl/bneA01 iniflhtfic and ICad ILI MlIC10-1110[iOII Of Cetll~llt ElaEill5[ the baell
sll~rl,LCm ., AibtrllS. Ii~ssuC layer may decvcop bei'een Ihe P'MIMA bone CecloelH kinld dile belle Ihal intyII

cau se uIooseVnIi II "oF (ihe presd Ies is. Thes, eontlinmed, p])~riodlic Io flow-upI is advised Ibr Il Jl',IllI IicI tlS.
S.5 t, III lJel'lll ie l'{2Jl.tio I: I Io IyIIIcrizatIl Ion ' IIItie PM'\ bel-IA e ozIJv tmen is tul ..xodJ letzlmnJ 1'e~'ic lo lighq

o¢cur:s wh'JlJe the P~JtY[MA boric cemoclit is hlardeLlillt.l J:11 s'#l. T[he released icatl jIlly d[~'/[l,"lo holle or

other iissae adjaccm tile imllllant.

6. E'xitrusiol: E.\[LrllSiOl el'the PiX,,M /A bone ccalocnl bleyonid tlhc Icgioll I'i[s Jintended applicationl iliay

occuri I'CSUiltlgill~ tiUle following/D picl iM(1115 iat: dysllria: bladder lisStlla: delayed! sciatic

fiiel'O en~raplllti11 J'rolm eXitrl iotlit (i 1ilL' }IUIlo cu'ilIIll bc('y lid [Ile i¢/ioiI of its intlended List; local

lieureprtiny: Iaea] Ivascuklar er~osnoi IIIfoc ld o I O'll,(Ln (Il ilI~It "ift I IO SIItric I o[II beeariLIse oI' a(I)les tollsn

anrd sh'rici~cure l'Jit iletam lroin dim heail released divine tile axeheritil polynmerization,

7. USE IN PRE.IG(NANCY: The sal~:ty and efft. clivenecss of' file Pi',,NIA,' hone conlicIlill itl .egnianli

wvolllicil has liar been et'sablishe~d. PVINMNA hllne cliemell illy aidverscly arfec£1fetal health.
8. P'EDIkTR IC: USE: 'Ihle safely amd efferliveness of the VN'M IA bane caeanet inl childr en hans not

been] established. PM-.'IA bone cemtunt jm),ay adersely all'ecl bone !~ro'.vh.
9. Expiration ,tlaling: I'MMNA bone cement sheofid not be uased after Ihe expiration dlat Ibeeatse the

Cfi'eeticnc.ss oF' IIIe device mayr Ibe comp. ornli SM.
Ilk. isITsirsaI: };:x IIired ccemlent shou)lI d be mixed accor ding Io hsis ructions foir Use priori In disliosalI.

liecause of'the volatility ande flannunnbilil, of tlie liqulid menunier oli'lhc 'M MA bunc enilcat., liquid
mooomar that h}as leaked or- is leaking firom thie package should lIt collected amil c,.'aploiaod inl a
well-ventilated hood o[ absorb0ed by. till bier[1 mjjtQioIeril ul 11lrl let''[O ill a1 suiIIablCecontainer (ooe

that does not react with the ,'vh\'A bone cement) For disposal,
I1I. Ineomlmtibilit% : Aqueous (e.g. anltihie~tcntain ingtt~I) 50MoliMs n11lst n0T lie tmied wvith the bome

eeavenl, als this relutes. tile sirclgilh considcrmhl y.
1 2, Mnltm ih.in: Plliicnls rcc,.iving geltanticin should be periodiel'aly a1lonitoreCd w ihpeak ajl~l urm,1gh

levels of tile wiulbiolit:. Sell}Ill elocooly~es, serius11 renal i]'ntllliol, Eurinalysis, and audiogqrams (inl
elderly and/or alehyd (rated patient inl whom fliere is al higherc risk el'adverse eVemIs aLssoeiaed with

gcllarliciln use}.
13. Use of'genlanmicin should hle avoided ill the folhom'ing~ sihlmiion,

CO~lCl'Cuntu/scqlucnia[i tle Oil
I Othe ertxcnpwoic antibiotics

0lher aimino-g]'eosides
:Cephialoridine

U~~~~~~~~~~~~

Vionlyl)ill
:Polymixin B
=, Colstsin

Cisplatln

q~~~~~~~~

13. Dose ill patientls with relll Jlopll~ti Ilarel: Since o II diwtlglllctll canl he ulradc to ithe dosc in tile

gellain~icirll-oaded! mCeital. Et risk ,,'esus bO.tleJit Iissessimelll should L'e maide before use ill parlems
with renal im~pairment.

1 4. Drug reisles! bacteria: Using CobaltI ~MV will Gerieamicts Biore Cement onder eordiilons
o11lhc thaln the itldicarea l us i's tmdlkcly to provide banelit to the patient and( increases tihe risk of'lhe
developmeent of'1 drg icsistarnl bacteria.

AveitS over prsuiai}of thle broae Cerueort because th1is mJJ~r lead Io eNxLrusikm uf tlhe bonle LUCHICIII

beyond the silte <fits intended appicationl an1d damalge to the sarroun111ditn. tissueCs.

A Dv'EIRSE EVENTS
'Il'hc imost seriouIs adverse evnT~ts, iCLdilledttingtctlhi, raperled will thle usecoi'ocrylic boloren:ciiIllS lia:

· Cardiaic arrest

· PutlnloallT embilolisml

N~~~~~~~

Caeibrvaestulia accident
· Sudden dealh

TThe101 FIT(IOIII Jetcll averse eveIs iep~l'tcd are:

1 3
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· I'mlrasizory idll ill bfiood prt'sstre

U~~~~~~~~

· Ilemm-orunge ,'ld henlalolila
· L,,oscningl. or dis:placemnstz of the p)rosthe'sis

q~~~~~~~

Superficiail or deep wound infection
· Tr0chanlluric busltsii

.qholl-teJln camdiac conduction hliegilmifier.
Nlephrotoxicit,

· UJsually hi ]palicnils with ],c-existing- renal d~ltanmy'

Also inl palielli tvilh, nolltlal levl fillilit",o~ IOhIIm i e gyol ides1
ire adiministered ior longer Imeiods or inl higherdrclose thean rcconmmended

· TILe sym~ptom1s mlay nini-ctld~s allicr ccssJulion ofilhc Ilcilmrt~

N~curotoxicil'

N~~~~~~~~

Mnl;~ifested a, both auditor taadl( vestihular ootmoxicity, inchiding irreversible heairing
lost

· Skinl lingl-.irn
lruisicle wiitch in g s
c Ionvulsions

Otheriadverse evenis relpcitied e ne:
· I Suterotopic eepw o bor nd infeeation
* Trocliantcrdc separation

Other ipotelloiatad aerse evenets , 'eporled inchmdee
* Applicytion olgtCtrtamiCt il maty have- e iit potiir lo trigger h lla ypiia! adverse reacotins

of Al is antibioeit . which torl ial paflictilar. damige to hinaglo and to t kidneys.
Howver , these ie d ersoe reaceions ore ii ztli~iclI hie) rccra s tit scri1i levels temha o e
Hel l sitiis ev nCiltlinCi'stl (sl ILeSC dihlllagie. Clllhi'nii adl ill[StFaliciI [J IItIsc
'claxmnsele ;trtlrctl ' ilckilg t[i11.
Ho.nevef , stidu low sermtolv C1I(C IIstihilarottoxiefiy, iecluc e the risk of occurlnce of
this r dverse event. The :se of aniibiotie-koaded bone cemt way lead to development
of rosistlop mico' gaonisetb s nd tio e physician should weig h the risks vs. bnefits to the
eiApClcati oefore gsng halncn may hiavethe potentiltmm icin Borie Cement in dech case.

a Pytexia ane to tIc ahlelyi r or histological aagtdon ho both ceelkldnt
· J I~lm'lto ia

· Dysuria
JBladder Ilsella

oeial beloscar levsio anld ocCaselerrle

·Adhesions and str'icture of tile ile ict iitiiie heat blcasedking iortepolymleriziation i.
DelJayed seiatlcw nerne cointtcenIl t c0 ulatiosin i tohu Ire bolte c rikntof leyond the i'¢ion

ofats'iSn1tellded applic:,ionl.

Adverse reacthis adverse en.o lhdievasclar syete o Ii avl bcen fadtdibuted to lceentkmay olre todevelop menti
liquid monomeo' into to circuantiory systlll. Data indicate phyai te mosOimIOeir Ultdergoer rapid hydrolysis to

~jehlic tracid [tnld tilait {1 sit sificant flaltion O1 lith cennicuin ncrlac i5 i1n the olase of .hC rice.

alcid, raillertha* Pye tien doieIt) ha aller. Cor hlitiol1 ociclrCCe cltiont S Ori cem'cutafng conr ltilos of tile

mclledyl mlctihacsylale/nleclhachvl.ic a.cid and elan ges inl blood pi)essmre has not been establishted.

FHypotensiv¢ episodes reoened are miore nIrLead4.( in pateiets with elevated or high iurainal blood pressure inl

hypovolemia mid iln patients with pro-existing Ca'rdiovascular aimre'realities. E'levatiols inl plasma histaiminle

levels sulbseqcillC to inhtoduetionl 0'el'ceent haive also been reported.

Reports of sonietime fi':lal cm'liac an'eat suggest that elderly oisteoptorotic patients unde r on Ihip

t'cplaccml.'nItsurgly b f'curso teIelotI tc atir greater riskilhanl those rciigvct' on
replacemenit folr arthrill,. dis;;ase. Risli is also higher ill ialielnis ~.¥Jlal pro-existin~g cltr-di(Qtsc1,1111r disCIase.

Ahthough ti en etiology elcardiac arrest is u riear it my wcll le either diree4 erbelie eftets or secoacary
t o hypoxi' perosducd hy n111hllolllr) celhoic Ienlt troduction of liquid cenlmiller prossuit ii

aI clean meulla.ry caDeal has huco shi .nev e) appicciblld t clhiarlIe sile filli ofthe bonle cm avieions dieh rarkid
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il~lpr,:wnllliet ill Ilj10 sccarity of the holt:ce CI:II inllierlb~ ce. C'a., I C ISt beC'N Q3'~'i$cd iD nitl-oitl0[lg III C ceBl11[

eO~lltimlllii-Sy 1'F¢111 disilat o i)o~intlll lto avoid Ihlillmati©11s ill IhL' Cem n.'1 I1

DOSAGE AND AI)MIlNIS'TbIATIO~N
Cobazlt

TM
l k\J\" wI{Jl G(icntalmiiil cpoelyintierpow.V(Ir is doulebi pack'aged.T'lhe illliel gas jpermea~ble packet Ined

its coil~nts:l is Well is tleQ inside of thc Ibil Jlamlinate~ protectlive overwrap, are: stleiliz~?d ;vitlt lhylclL~.

oxide., 'l']lc p~acketl contahining ZleI Sm~ile Fi~lleted liquid Hloaomler is packaged iit1 gl promecave gas-puniclabit:

MMcrla ) ImlCitih. ']'hC etliSir is Olb liquid packetl and inlside of overwlat3 poucteb alcSterilized by exjpomtll'

I , raIIIIUEIOtis liydiogenl ]~-roxide.

(At In3st olne extra uInitl'fCuball TM L'IV widl (iclitalllJCill fBone Cci]netllJ Shoulid b wlJi~ ('o~'sa

itsuSiial pio00edurc).

A Lint; is pilepai'd by IIi \I~Ill It'(IC t'li IC'cE IC Ieas ofone (i) jacl et offlo'.~.dol (41'J 6 cojp)(dylvi(ic') ksiIIb one(!)

packet of' I i quid (20 In1 ]11ilonome1l). Oils of It.v( LliI Is wilI lsu a II si ll'Fce, ;aIIII olIlp III lli, w il deli~z d uponl lte

Specific stlrgicill procedv uiead til0 l¢ChIliIILl¢S elnrployed. Each Ilil is pr,,'arcd sepntel~'le).

The, ~iolowilig ;aeicurcI'llil'c {ol' ilcjlalatiOln of'li, b~ole. C.¢111cIll:

Laterile workhing ;trea
·tc .%rl plastic bowl approved tbr, use Willh mnome011rs

Sltl'Jic IB{iing spoolnS or spatill(s.

A circulatillg illJJ*e or' assistant oplegls lile iec~lable flhn package~ and tbre blister pauok, anld the Sterl'e powderic

paeket and liquid picket are aseplticailly platcLd onl at $erlel~ utbl. Fime powder picket and th¢ liquid paE:kel

are op-mmnd unlder Smi.l'e- colnditionls, ,~PillCC ciich Iackcl el' powder ¢ollti~lls It [)l-(2-nIIC[LSll'd quillily of'

copoilyillel' to ire~11v'hac plL-ll;ll'lzd £111;liity u[' LOllorliel(., C[iI'c should bc ta!ken1 to IliX lilt: crililL

sofitntes of o11e poNNdlel putkVl willthu Olillmlle Cointents (if o11e liquid packet. Plarli~d ;i11Oullls, shruldd lot be

used,

MINING

!¥0It:C eL'lnt'l ('il fl~¥tl heL mixed'[ ill II vltcflum iniv'AJttg x~vs.fp!t. lMJfifr [0 onii~facl~lteoer jlL$'tructions..

)oUI'll/. tl liquaid inlo a' hocwl. Add tile plow(der Stir' ,.ifi~ a spaitlla vigorouslyS. bill Cat'efl'ul~y, foFIabouU 30

CE-MENT M,,AY BE. AIPlPI".ID IN A PIFI~I'D('UGH STAqI':. BUT IF' A DOJGH-t-I,IKE MIASS T[ IAT

[)Ol'SOTl STICK TO RUBBE-R eLOeVE AS DESIRED, WVAITI ANO'TI EI< 2 MINIYIJI'3~ - 6

MINH TES depelldint, ol tihe amtbi01Lt temlperatare (,rE[ CUJRVES).

At t.his state kneald f'or ahoutl I 5 stycow, is -30 Se-cond,:s. 'Ihle ¢2iCemet becomes Iiore oI)OVIICOIll(31S Mi~d mlixed

air bubblJbes dis.4ilif ar f~) in' mos pl'Oi tile~e other. )lI/zct tlilii(J tifpbe kllL'[i¢illL' lI'I)EL.S i.~ LNIV'lItJud too JellS. tile

pokylleriz/llion ilay lifteced Io lbe [Loilit whe-ie diell-a1ISs is 11o JiMI..-.cr SoJ~ f.1. lldliableI, Illakillg) 11anpi1fi l

arid0 applic;ation to boll(. difficuht.

TI Le wor1king time may be affected by lenmpratui¢ (scc Culive and labl¢ fmr working ,aid hardening tiluics).

Additiolnlllyk, !Ilc fI~i9IlIC' COlltCnlt ill ally bovlC cen111011 poI
w d er

' )bas art efli2Ct on oloyllicl'izationl; Qclllcllt

p~o,,der whhl 1tdgher tnloisilm'¢ comencl[ will scl fislmur, whllu dritm ccein-i polvder will restLII ill sIO~eJ' sol-

limeIs. The 0tUtCI fbit pouch acis Is a1 moistuJre imalcl' fori Cobalt TM1 lvV witli (ciminllCib Hoit(c Ccint211, TFo

Illhilillliiz¢ [1LlCtUlatio1 of set-timeis, dgl no.l i'Cnov u Ehc powder Comlponlent's misimla't b:rrier tllliiJ it is tinme

to mlix tbe co1mere. Malinainling it Constant aad miodetlc ,0R,-55Pll hum111idlb' ill the oUraiIM ng' room1

Wlvil also lead to mlore Con1sistent1 Cemetalt Jtandlivu purllumiance, Thie ideal working conlsistency of tie

Cob.lllTM *'iV willh Gocntnllcinl Itlit C.enluati l)!' nlan1ual application to bone is bclt1 dulcnllncld by the

SLl'lgeon based upon ex\puerlccc it~ using the picparalon. To assuire [~dc(jt]il11N [lXlt~iIl, tle I)l~sSlhesis should

biiive nlelt inheld security if wi ehou e mov itra l imttiljIe bure nCement [ees frisdy hndciitrd. Excessiv. ¢enlcent

iitiiti be ti'lrlovud dwish ti ltill i i s i oti iiddfional cnl is icquiil d llring tie surgical proceIdue, another

UOSAGE AND AI)MINISIR~~~~~~~lI'1
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TIR No. 19-1998
Sterility Assurance Level: 1o-,
Sterility Validation Method: AMMI/ANSI/ISO 11 135:1994
Pyrogen-Free: No claims will be made
Labeling: All packages will display a black/dark brown to green

chemical indication dot along with a statement that the
device has been sterilized by Ethylene Oxide (EtO).

Contract Sterilization Site: Centurion Sterilization Services
A Division of Tri-State Hospital Supply Corp.
301 Catrell Drive
Howell, Michigan 48843
Registration Number: 1824619

The CobaltTm G-MV liquid component is sterile filtered and aseptically filled. The interior of the pouch is

sterilized by exposure to gamma irradiation prior to monomer fill. The exterior of the pouch containing the

liquid is sterilized by exposure to vaporous hydrogen peroxide, as well as the outside of the liquid packet and

inside of the overwrap. The filtration and vaporous hydrogen peroxide sterilization methods are as follows:

Filtration
Filter Size: membranes of porosity not greater than 0.22gm

Sterlit VaidaionMetod:U.S.P. test methods
Sterilization Site:

Biomet Manufacturing Corp.
56 East Bell Drive
Warsaw, IN 46582

Vaporous Hydrogen Peroxide
Serility AssuraneLevel 106

sterility Validation Method: EN 550, revised protocol
Sterilization Site:

Biomet Manufacturing Corp.

1 8
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56 East Bell Drive
Warsaw, In 46582

These are the same sterilization methods used for the predicate CobalJt TM HV cleared in

K051496.

Packaging

Packaging
CobaltT M G-MV is double packaged. Tlne packaged powder and liquid components are placed
into a fiberboard outer box after the individual components are packaged as discussed below.

Powder
The powder component's inner gas permeable pouch is made of Tyvek~/Mylar ® and
enclosed in a foil-lined protective overwrap pouch, also made of foil. The packaging of
Cobalt"' G-MlV powder is similar to that of the predicate Cobalt"' G-HV Bone Cement's
powder component (KO51.S32). Since FDA's clearance of Cobalt"' G-HV in 2005, Biomet has
changed the exterior packaging for its bone cements from a papecr/foil/polymer laminated
pouch to a foil/polymer laminated pouch comprised of TPC-0814B. This change utilized
internal documentation pursuant to FDA's guidance document, "Oec/d/n9g when to 5uZ717/t a
510(k) for a Change to an Existing Device (K.97-1). The exterior foil packaging has been
validated and poses no new risks. A copy of the validation for TPC-0814B is on file at Biomet
and can be accessed at any future FDA inspection. The. inside packaging for Cobalt-," G-MV
is the same as the predicate Cobalt",' G-HV's inside packaging, which has not changed since
it was cleared.

L/quid (hipomoner)
Th~e liquid monomer's inner container is a Cryovac T6050B co-extruded film pouch (LLDPE
sealant layer, polypropylene skin, and barrier of EVOH sandwiched beb~veen nylon layers).
The outer container is a Tyvek ® pouch. The packaging for the liquid monomer is the same
as that of ils predicate, Cobalt"' G-HV (K051532).

Sterilization

Cobalt'" G-MV's powder component is EtO-sterilized by Centurion Sterilization Services. The
liquid component is sterile filtered and aseptically filled by Biomet Manufacturing Corp, The
exterior surfaces of the cement liquid packages are sterilized by exposure to vaporous hydrogen
peroxide that takes place at Biomet Manufacturing Corp. The label will include an EtO sterility
identifier.

The sterilization of the liquid component of CobaltT M1 G-MV Bone Cement is identical to that of
the predicate Coba ltT' G-HV Bone Cement's liquid component (K051532). Please refer to the
following table for a comparison of the packaging and sterilization of Colbalt'"' G-iVv Bone
Cement to its predicates.
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Sterility Information
Colbalt TMl G-HV powder and tile packet containing the powder are provided sterile by gas
sterilization methods as follows:

Gas Type: Ethylene Oxide (Ere)
Residuals: meet the AMMI/ANSI/ISO 10993-7:1995 and

AAMI TIR No. 19-1998
Sterility AssuranceJILevel: 10'

6

aSterility Validation Method: ANIMI/ANSI/ISO 11135:1994
Pfroqen-_Free : No claims will be made
Labeing: All packages will display a black/dark brown to

green chemical indication dot along with a
statement that th~e device has been sterilized by
Ethylene Oxide (EtO).

Contrct Sterilization Site:, Centurion Sterilization Services
A Division of Tri-State Hospital Supply Corp.
301 Catrell Drive
Howell, Michigan 48843
Registration Number: 182,4619

The Cobalt"" G-MY liq uid component is sterile filtered and aseptically filled. lThe interior of the

Softpac pouch is Gamma sterilized prior to the asceptic fill. The exterior of the pOLuch containing

the liquid is sterilized by exposure to vaporous hydrogen peroxide,. as well as the outside of the

liquid packet and inside of tile overwrap. Tile filtration and vaporous hydrogen per oxide

sterilization methods are as follows:

Gamnia
Sterility Assur ance Level: 10' 6

Sterility Validation Method: Gamma Irradiation Product Adaption, File #229

Sterilization Site:
STERIS Isomedix
1880 Industrial Drive
Libertyville, Illinois 60048

Filtration
Filter Size: membranes of porosity not greater than 0.22!.im

Sterility Validation Met hd U.S.P. test methods
Sterilization Site:

Biomet Manufacturing Corp.
56 East Bell Drive
Warsaw, IN -6582

Vaporous Hydrogen Peroxide
Sterility Assurance Level: 10'

Sterility Validation Method: EN 550, revised protocol
Sterilization Siti:

Boome t Manufacturing Corp.

56 East Bell Drive
Warsaw, In 46582

These are the same sterilization methods used for the predicate Cobalt"l G-HV cleared in

K051532.
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Substantial Equivalence Discussion

Cobalt ' ~' G-MV Cobalt"M G-HV Simplex®D P w/
Tobramycin

510(k) No. New K051532 K014199

Cement Design Cobalt"' G-MV Bone Cement Cobalt'"' HV Bone Cement Surgical Simplex® P
provides two separate, pre- provides two separate, pre- provides two separate, pre-

measured sterilized measured sterilized measured sterilized
components which when components which when components which when

mixed form radiopaque fast- mixed form radiopaque fast- mixed form radiopaque fast-
setting bone cement. setting bone cement. setting bone cement.

Cement ~~~Powder component/ Powder component/ Powder component/
Materials liquid monomer liquid monomer liquid monomer

Powder Methyl methacrylate-styrene Methylmethacrylate- M ethyl methacrylate-
Component copolymer methacrylate copolymer with styrene-copolymer

29,83g FD&C Blue No. 2 Aluminum 30.00g
Lake 33.86 - 33.42g

Poly(methyl methacrylate) Polymethyl methacrylate
6.00g --- 6.00g

Zirconium dioxide Zirconium dioxide Bariumn Sulfate, U.S.P.
4,O0g 5.94g 4.00g

FD&C Blue No. 2 ...
Aluminum Lake

0.05g

Residual benzoyl peroxide --- Residual benzoyl peroxide
(0.44g) (0.51g)

Benzoyl peroxide Benzoyl Iperoxide,
(hydrous 75%) (hydrous 75%)

O. 12g 0.20 -0.64g

Geetamicin sulfate Gentamicin sulfate Tobramycin Sulfate
(equivalent to 0.50g (equivalent to 0.50g 1.0g active

Gentarmicn) Gentamicin)
0,Sqg 0.84g

Liquid Methylmethacrylate Methylmethacrylate Methylmethacrylate
Monomer (monomer) (monomer) (monomer)
Component 18.424g 18.424g 97.q% v/v

N,N-dimethyl-p-toluidine N,N1-dinelthy)-p-toluidine N, N-dim ethyl- p-toluidine
0.376g 0.3766 2.6% v/v

Hydroquinone Hydroquinone Hydroquinone
60 ± 20pipm 60 ± 20ppm 75 z: 15ppm

24

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



Cobalt'" GMV Cobalt'"~ G-HV Simplex® P w/
Tobramycin

Sterilization P owder Componen t Powder Component Powder Component
Ethylene Oxide (EtO) Ethylene Oxide (EtO) Gamma Irradiation

Liquid Monomer Compoonent Liquid Monomer Component Liquid Monomer Component
Sterile Membrane Filtered Sterile Membrane Filtered Membrane Filtration

PVack a gin g Powder Component Powder Component Powder Component
Packaged in a gas permeable Packaged in a gas Packaged in sterile packet,
sterile packet, enclosed in a permeable sterile packet, enclosed in a sterile

sterile foil protective enclosed in a sterile paper- protective package
overwrap foil protective overwrap

Liquid Monomree Component
Liquid Monomer Compeonent Liauid Monomer Component Pre-sterilized ampoule,

Sterile Flexible film packet Sterile Flexible film packet enclosed in a pre-sterilized
I I ~~~~~~ampoule package

Anatomical Osseous tissue Osseous tissue Osseous tissue

SitesIII

Reviewer's Comments:
The sponsor has provided a comparison to a predicate bone cement. However, additional information is needed

regarding the fatigue testing. See the deficiency list at the end of the memo.
Yes No

1. Same Indication Statement? x If YES = Go To 3

2. Do Differences After The Effect Or Raise New x If YES = Stop NSE
Issues of Safety Or Effectiveness?

3. Same Technological Characteristics? x If YES = Go To 5

4. Could The New Characteristics Affect Safety Or If YES = Go To 6

Effectiveness?

5. Descriptive Characteristics Precise Enough? 'x If NO = Go To 8

If YES = Stop SE

6. New Types Of Safety Or Effectiveness Questions? If YES = Stop NSE

7. Accepted Scientific Methods Exist? x If NO = Stop NSE

8. Performance Data Available? x If NO = Request Data

9. Data Demonstrate Equivalence? X Final Decision: SE

X. Recommendation
Regulation Number: 21 CFR 888.3027
Regulation Name: PMMA Bone Cement;
Regulatory Class: Class II
Product Code: LOD, MBB ~

.~~~~~~~~~~~~~~~~~ , /o -2C-o2'

Branch C~f' ~ ' t ¢ / ' / /' t~ r - / - Date

25

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



Food and Drug Administration
Office of Device Evaluation &
Office of In Vitro Diagnostics

COVER SHEET MEMORANDUM

- From: Reviewer Name BL DC
Subject: 510(k) Number

To: The Record

Please list CTS decision code
L] Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

http://eroom.fda.pov/eRoomRep/Files/CDRH3/CDRHPremarketNotification5lOkProqram/0 5631/Screeninq%2OChecklist%207%
202%2007.doc )

Dr Hold-(AdditionalInformatiorror ¶lephone-Holdyt.
[] Final Decision (SE, SE with Limita ns-s, Withdrawn, etc.).

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

Indications for Use Page Attach IFU

510(k) Summary /510(k) Statement Attach Summary

Truthful and Accurate Statement. Must be present for a Final Decision

Is the device Class Ill?

If yes, does firm include Class III Summary? Must be present for a Final Decision

Does firm reference standards?
(If yes, please attach form from http://www.fda.cov/opacom/morechoices/fdaforms/FDA-
3654.pdf)

Is this a combination product?
(Please specify category , see AC'
htto://eroom.fda.pov/eRoomRep/Files/CDRH3/CDRHPremarketNotification5lOkPropram/0 413b/CO
MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-O3).DOC

Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff- MDUFMA - Validation Data in 510(k)s for
Reprocessed_Single-Use Medical Devices, _http://www.fda.qov/cdrh/ode/quidance/1216.html).

Is this device intended for pediatric use only?

Is this a prescription device? (If both prescription & OTC, check both boxes.) X
Did the application include a completed FORM FDA 3674, Certification with Requirements of i.
ClinicalTrials.gov Data Bank? .
Is clinical data necessary to support the review of this 510(k)? 1
Did the application include a completed FORM FDA 3674, Certification with Requirements of Y
ClinicalTrials.gov Data Bank?
(If not, then applicant must be contacted to obtain completed form.)

Does this device include an Animal Tissue Source?

All Pediatric Patients age<=21

Neonate/Newborn (Birth to 28 days)

Infant (29 days -< 2 years old)

Child (2 years -< 12 years old)

Adolescent (12 years -< 18 years old)

Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this
group, different from adults age > 21 (different device design or testing, different protocol

Aprocedures, etc.)

Rev. 7/2/07
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-{Transitional Adolescent B (18 -=21; No special considerations compared to adults => 21 yearsi
old) '
Nanotechnologyi

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC.i
Guidance, http:llwww.fda.qovlcdrh/complquidance1169.html)i

Regulation Number Class* Product Code

(*If unclassified, see 510(k) Statt
Additional Product Codes: , H7 /

Review: _'/ ~
ran h Chief) ~~(Br'anch Code) (Ifate)J /

Final Review:
(Division Director) (Date)

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



Page 1 of 2

Demian, Hany

To: Alexander, Sue defic/j//
Subject: K092150 Telephone Hold

Hi Sue, I am placing this document on hold until you adequately addresses the following de

In your device description and package insert you state you have a range of benzoyl peroxide was 0.35-1.0 grams.
You state the your bone cement formulation contains 1.38% w/w of benzoyl peroxide but you have not provide the
range of benzoyl peroxide in your release criteria for benzoyl peroxide levels for the product. Please provide the
lowest and highest level of benzoyl peroxide in your release criteria and what level tested in all the pre-clinical testing
that you have provided in your submission. This information is needed to help determine the handling characteristics
and physical and mechanical properties for your bone cement formulation. See the PMMA guidance document for a
discussion for benzoyl peroxide levels in bone cement formulations.

2. You have provided limit fatigue testing at 15 MPa and 10 MPa. At 10 MPa you have only performed testing to a run
out of I million cycles. Please perform fatigue testing in accordance with ASTM F2118 where run-out is considered
5 million cycles.

3. You have stated the gentamicin sulfate will be added to the powder component. However you have not provided the
particle size distribution of the gentamicin sulfate. In addition, please identify the supplier for the gentamicin sulfate.

Hany

From: Alexander, Sue [mailto:sue.alexander@biomet.com]
Sent: Wednesday, August 12, 2009 10:23 AM
To: Demian, Hany
Subject: RE: Cobalt MV (K091608)

Okay, thanks very much!

Susan Alexander
Regulatory Affairs Specialist
Biomet Orthopedics

574.371,1152 direct
574.372.1683 fax
sue.alexandere-biomet.com
www.biomet~com

DISCLAIMER:
This communication, along with any documents. files or attachments, is intended only for the use of the addressee and may contain
legally privileged and confidential information. If you are not the intended recipient, you aOe hereby notified that any dissemination,
distribution or copying of any information contained in or atteched to this communication is strictly prohibited. If you have received this
message in error, please notify the sender immediately and destroy the original communication and its attachments without reading,
printing or saving in any manner.

From: Demian, Hany [mailto:Hany.Demian@fda.hhs.gov]
Sent: Wednesday, August 12, 2009 10:22 AM
To: Alexander, Sue
Subject: RE: Cobalt MV (K091608)

Hi Sue,

same amount of time as a letter.

9/25/2009
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K092150
Telephone Hold

Date: 9/23/2009
To: The Record Office: ODE

510(k) Holder: Biomet
Device Name: Cobalt G-MV Bone Cement
Contact: Susan Alexander
Phone: 574-267-6639

1. Purpose and Submission Summary

Biomet wishes to market Gentamicin-MV Acrylic Bone Cement for a 2 stage revision once the
initial infection as been cleared. This is the same bone cement without the antibiotic cleared
in K091608. There are several deficiencies that the sponsor needs to address. See the end of
the memo for the list of deficiencies. I recommend placing this document on hold until the
sponsor adequately responds to deficiencies cited at the end of the memo.

II. Administrative Requirements

Indications for Use page (Indicate if: Prescription or OTC)

Truthful and Accuracy Statement

510(k) Summary or 510(k) Statement

Standards Form x

Is the device life-supporting or life sustaining? x

Is the device an implant (implanted longer than 30 days)? x

Does the device design use software? x

Is the device sterile? x

Is the device reusable (not reprocessed single use)?

U~~~~~~~~~~~~~~~~~~~

Are "cleaning" instructions included for the end user?

Indications for Use

CobalJt T M V with Gentamicin Bone Cement 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
intended for use to affix a new prosthesis in the second phase of a two-stage
revision after the initial infection has been cleared.
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Reviewer's Comments:
This is the standard indications for use for a low amount of antibiotic that has been previously
cleared for a 2 stage revision procedure once the initial infection as been cleared. Therefore the
indications for use is considered acceptable.

Device Description:
Device Description
Cobalt"' G-MV bone cement is formed when two separate, pre-measured sterilized components,
a powder copolymer and liquid monomer, are mixed to form a radiopaque, rapidly-setting bone
cement for use in orthopedic surgery. Mixing of the two sterile components initially produces a
paste that is used to anchor the prosthesis, or to fill an osseous defect. The hardened bone
cement allows stable fixation of the prosthesis and transfers mechanical stresses produced
during movement from the prosthesis to the bone via the large interface between the cement
and the bone.

The powder component, supplied in a gas-permeable packet, consists of 40 grams of powder
with the following composition:

· Methyl methacrylate-Styrene copolymer 28.95-29.60 grams (74.575%)
· Polymethyl methacrylate 6.00 grams (15.000%)
· Zirconium Dioxide 4.00 grams (10.000%)
· FD&C Blue No. 2 Aluminum Lake 0.05 grams (0.125%)
• Benzoyl Peroxide 0.35-1.00 grams (0.300%)
· Gentamicin sulfate (equivalent to 0.50g 0.84 grams

gentamicin)

The liquid component is supplied in a flexible packet. It consists of 20ml of liquid (monomer)
with the following composition:

· Methyl methacrylate (stabilized with 18.42,4 grams (98.0%)
hydroquinone)

· N,N-dimethyl-p-toluidine 0.376 grams (2.0%)

The powder contains 10% zirconium dioxide as an x-ray contrast medium. To assist in
distinguishing between bone and cement within the surgical field, blue pigment (FD&C Blue No.
2 Aluminum Lake) is added to the powder to produce a bluish tint in the final cement. This color
additive may be used safely at a level not to exceed 0.1 percent by weight of the bone cement,
per 21 CFR 74.3102 (Tab A), The target concentration for this colorant in the powder
component of Cobalt TM G-MV is 0.125% by weight. As the weight of the powder component is
40g, and the weight of the liquid component is 18.8g (20ml x 0.94g/mi), the total weight of a
single unit of cement is 58.8g. Therefore, the target concentration of the colorant FD&C Blue
No.2 Aluminum Lake in CobalJt TM

l G-MV Bone Cement, after mixing the powder and liquid
components, is 0.0849% (0.125% x 40g/58.8g).

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 3 minutes can be manipulated for about 5
·minutes (at 230C [730F]). (See curves and tables below for temperature variations.)

q~~~~~~~~~~~~~~~~~~
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Open Bowl Mixing at Ambient Temperatures
Ambient and component temperature 18 ° C 200 C 230 C
Nixing time 0'30" 0'30" 0'30"

Start of dough phase 5'30" 4'15" 3'00"

End of application phase 12'50" 10308'"
Hardening 18'15" [15 ' " 11'0

Vacuum Mixing at Ambient Temperatures
Ambient and component temperature ;I8 ° C: 200 C 230 C
Mixing time 0'30"1 0'30" 0'30"

Start of dough phase 3'25" 2'45" 2'10"

End of application phase 10'00" 8'15" 6'30"
Hardening 14'15" 11'45" 9'15",

Handling and Setting Times vs. Temperature for
Open Bowl Mixing of CobalJt TM G-MV Bone Cement

24 - - -, '- - - . . . . - 75.2

23 - -73.4

22 - - - - - - - - - - - - - 71.6 ~

U~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~U

21 - -69.8 %

20 : . , ,68.0 ~

E1i9 66.2E

1 8 - -64.4

17 -62.6

16 ~~~~~~~~~~~~~~~~~60.8

N~~~~~1

0 ~~5 10 15 20 25
Time (rain)

O -Mixing phase III- Post-dough phase
Sa - Pre-dough phase IV - Final hardening phase

Endof liatin hse 2'5" 130 8'"
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Performanc Te Mixing p enhaeI-Psdogphe

MechaicalTesingr-og hs - ia adnn hs

Rxensviewers Citommestnts: efre nacrdnewt ls peilCnrl udne
Thlyetsponsorhascprovied (Madeut devie deesitionGu ande harndling an chrctrstc verusy tempertures
thi ieos thetsam heformulvation wsclearedwithot theV Boeeentai sulfate inrK091608 Howpever se wthe
endofbthememo fKorthe litofpdeficentest thatrt theasponsrizneed toe addess.,adinpyscl

Perfomecanicl Testing ie- BenChbl'GM oeCmn oprdt t rdct eie

Sipe~Pwt ormcn(O49) r oae nteMechanical Testingsetoofhi
Extenivesion. vitro trvddiheMcaiaesting wasefreicodnecwith Cass a Spechaical ConrolseGuidne:

tomr aleadtbe demonstrateihnquvlncgfCoat T CoaT-MV Bone' cmntformthe predcatsensimpex Ptawiths

A summary of test reports for Cobalt'Tm C-MV is included below and in the Mechanical Testing-
section of this submission. CobalJt'T G-MV was tested in accordance with, and conforms to, the
standards set forth in ASTM F 451 and ISO 5833 . In addition, cytotoxicity testing was conducted
in accordance with USP Elution Test (MEM Extract) and met the requirements. (Please see the
Materials and Biacompatibility discussion in this section for further information.)
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(b)(4) Testing
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Labeling

COBALT TM IVMV WITH GENTAMICIN BONE CEMENT
Mediumil Viscosity IRadiopaluCkl B'one ('enlellf Containing G:;ntamliciln

Nielhl II'NIet ha eclaytle - slyl'Clle Copolyl~ I III & Pohly (tnIh y iethImet I cry lale)

Cobahlt IN'l\" wvith Gclmmniicill Bolc Co-merit I1ro'*ides two $¢lprate, pre-n11CIItLIMd $~erilixcd Coinponn'iS,

which whelt. miJt IJ Conn a~1'~ H Iadtopailti? rlqidly Stil X~:t'rt1[

(0111 Cq'llipj)0iJnt is Supl iedl ils II tH:t-Jpv I'n l e' h 1 ei}H t' I tI C1onsiJsts (ifJ 4(J g p wder (copl)O)mer) %%vilh

file J'ollowilg ¢'Ollillolsiliulln:

Mlethl ivi lletimcrl) - ~1 1test 2el CO]po1vHil]c %'-L'5-29.60 gramns

IPoly(mcdc,')I l ethiceg, lt¢) 6.00 gl'aniJ

Zil'COllilllll dioxide ,l.0O grams

FD&C BILle NO. 2 A\luimitil IkakL: 0.05 gli'm]s

13civoyl peroxide ).35- 1.00 grams

(jentaillicill sulfltt ~~Iqlwtliaclll Io 0.50 gl Gentallaicill) 0.S4 grams

The Gilte ¢omplollellt is suppliedl inl a flexlhle [pOllcl. It lCnivsixs (Jr 20 ilio'Jill oflud (iollo111¢1') wiith (ihe

· Mcthyhnefllcryla~e {sta iic ith ]tydi'oquiluonlc) I18,424 ml'ams

1\ ,N- -illII I;IV-J)y-t( L p -t ti0 [II o0.37i [~t'mlls

'Ihle liquid roehomer1e is sicrik' filtered. Thie interior t)[ thc mtonomer1 pouch [5 sterilined by exposure to

gaimma radiation. 'I['he uxlerior of' the pouch cutimmnllhg the liquid is ~.tcrilizcd wilh vaporou hdoLgen10"i

perox.ide. Thle powdecr i:; sterifizcd whth elhylcvne oxide. The gas-perinceabh: packels conttdllnhg fIhc powtlcr

arc ~.tcrilized with ethlivene oxide.

BILIC piument (lIl&C' Ifluti No. 2 A\Jluminutm [.ake) is added to the powder comportent to produce a bluish

tint ill thc tqmlal tunlent. This remdits it possible In~ distimngish herween Nine ancI] cement wNithini the surgical

field.

\Vhen the powder {¢upolymneri) andl file liquid {111omtler') mt' mixed, thec dillyJpttiit in ,h liquid
activates file b~tizoyll pcroxidt: catalyst ill thu powlder. This iinitiatlc~S (ie polymerization of fiJl mIoIIIHIer,

which then binds togchfll gl'alltllcs of' polymer /\s polylikelinflon I)1coeeds, I siicky dOULth-1-ik: illi, i,

lbormed, whicho, ttlicr about 3 minilues call bc mnilniulated ter aibout 5 miraires (at 23°C 173°,FI). (S:ce cutyes

and Itables filir tcntpoiatlme u'iatlions.)

Po1hilumei'/ation is t111 cwNtheJllliti ,caction wvith tempcrflattU'CS lisilng aIs high aIs 90°C, Which OCCUtS whlile Elle
Cellient1 is liardenivic ill .Sim1 I li i'¢leasd hem t[ (u igt dtlll4 bonle or olheFl tissues SilIII0UIdill~ the0 itllp)I/ItlL

Ahhotigh the $ponttancotls g-lJOntionl of hecat accelerates dile reactiont. the pulyltlC'li7;aioaI elthis stlf-CtLrhig

'esin occuis cvvn liftlh lptcrtlqClihc is t¢<!uc¢<d by lilfalion wiilh a coil physiologic saline solution.,

l0
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M ATIERIIAI.S:

Zircontiur dioxiclc
[:D&,C [:.tuc ~'o.2 ,,himinmm kIake
(jelalnilichll sul fate
NICIlyylnICfIhlacVhtl¢ (smbili~¢d Mitt hvilh'ollinloln)

ACTION
Coba~lt

I; M'V wi!h (LcnialnficinBll OIL (0lP21tl [is ,']11 acoylic celtimit-IlkesubstiSantce willlic allows seating aned

CWaljoll Or j)F0 ISjicSl Ik bne c Afber collnpjcu l ojII.IIalC thl CC111.11 WC, s ISa b feLjjC I
' ol cV.C[I Weijght

disirilbtitio ,nd other isiresso betwveen [pioithesis and bonte. In~soluble zitni'Climn diosiclc provides tiIe

radipllnqtlu qualailY of dite fl~)11ull('ll[.

INI)ICATIONS
CobaltlTM

~']V wfith (]llmlllicin BJOllC CQ(11C1cnl is illdi:ttl~d IMD' UIse in arfihroplastic plrocedulres of' (hC hip,.

NlICC, aldl srreti' jolleS ty iiX pjasll¢ Ind icldial 1p10ri 11ecrc pails Io living bole whln I'Coixtir(ction i

ec¢ssqI'V becauise of i'evisioln of' jpl'c'¢Ji S ;tl'110)[lrpa lv 11'OCIC(hIU'C dtll JO jotIllt 11[;ctiOIlk T[he ce[11Cli[ JS

intended it aJ1rix it nitv prlo Isi Ss ill tIlia s;cuilld Slltgcl (i['a J~.t)',Nlf~'& leVisioL)1 aicl' ithl. inlitial in[cctionl has

b)eani cltarid.

C ONT RA r IrICA rN SI O ke
Cobvdl TMI NIV ivilh G'cnlmmicitBll Ik C (-'uncil n]lnstl licit hC used dhin~ll p'tCglnalCV or t[l¢ ou~rsiag Iariod,

Codbah TM ,1V' ~iflh Genlamicin jrozl¢ (Cn~lolel js conlril~lj'iamlc ill patients allcrgic to -cnltaillcnjb or Io
oth{lryl lltl',-rilt, of tiled Cmth A ' h.y ersonsi iit In amoglycoskle is a con)railldicalJol Io the

Ilse Of' ucnlamicinCl. A' histor,' of hiypetrsensitivity el' serious toxic reacti[onls to llt~ltOSdt' 11a¥lllo

COllmndri ca c til uise ofan itl ther aminoglycosidic I)McaUs of kiloWi Cr'oss-scnSiity 15Of palioniail Io drugS
iNNdimes class, The Ilp olui i on ltahT MV wi t Ck. mamicic Belle C_:lnenl is cann'aindicctcd il plienls wh

ilfe~i(tLouS arthritis. alnd ill idVC inf~ecti~u ofl'iit:oinl or joints Ilo he replaced.

Rcobativ'' co\thrai Gtications irind oe fCol[enii likc:
dr Untoope'aid e ptlie nt or perlieen [ih neurtloet ic disorder wIno is iucal ale oiu dioxdpinv directions

2l Mtci abolic disordurs lhido may iin pair bonln'rm.tion

3. Osicomakicia
(:o Disal' m Ib wi Grnetclions which iay spread to fi o uslplant _itf
5. RaridOicloint tLoC s li plai, canked bmlle alo. ot bheti rasorlsion, vaiscnlar reinsoffcincynsiltusctlar

ah'oph~y, or aeurclr iusculliCtll disL'ase.

6. I lypotension
(.OI1Collgtvc healhi lhiler

[( enlla impairmen~tt

\\:ARNIl NG'S
Noees: sAy.lleauis of reis bone oeplireliots Ilral:tv prcery al'ecs (lireaicr jon11 fci clhr cerrt eiristiss.

Plitd to aSiI tat e prirsIies iii tire lctie\ ( Cll C ~o (stage 1 Strge¢ siii lrld, diy Specific titecinig Iand

e'Xpc'iCace.' [Io I1lol-oughJ)' [fllilial.a ws'lh t l II'Irlye'IiuS, hlalidlill. clalailecli>,t[cs, alld aj1pJllcafion kit tile

PCoMA bone Ceith . (Sci tirici caloions 'end rustriot Technique) during regnancy orth ntrrsilgd cion.

chlaerCorrstitcts of lits bor1iC \lies ere ith A¢hypersensitiv itd oanyxangl ec osiq e is at ey ¢tsinic drimrnrtod btr

c.tirlinicteoll'S ithle seofricnic. oe ir advisable boteaus sureoh no go ssro-eh itivtly otl mixing. hatldling

itd sctliag proccss i., CioahltorN V oili , rariliCi a onll ,Crl ri Su iirgiiictlal )lwoccdtihc.

/.lvcreti carthiovasetilsan Ireactiovse iicidi te hypoe'.lcdsionh , .2iH'fiarll-h iil, bolchspliYill,

Raldiac orest.ri ndcartiao na'ctildol, the 1lly Cfllloihslrll, CCl-rro ,srg: ilccIdlt alld poible th.

Htypotensiv ocpaCtivieS pailn occtr betwern l0 withlirols aild d65soer woits inc apalicateof olo PNgireA tone
ccI11.1 I.id Call last (for' ]0 setiurrs oi na o s prea tre in iptl1eq. soc }po[~l],' icaiOns latie progressed ao

ca.diac ardst. tJ blood pee'ssurc, pulse mld ricspisals orbn orptioii, shlld Ier imonlitoiend carefiyls dul' g

utropiry, or nlenrorritisc~~~lthir rli~ease'
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U~ ~ ~~~aI IocIjevf~i~iltl plcto i'flc"iAloeCmn.Al iiiai icaiililIls

q~ ~ ~~~ia i'l hudlecletdwt prpii naai.[tzdiin vjpcsrzto i'tl MI

clittignediatlys fClaglieb CItc~ aj InliCatICtIirlotlie '1olMill hoI~ne ce -tteti.An iitriticdtir aitalteiatiohi l

vita m i is sholdm hie] cosprreted with poial proliioti ilicasures In adortrl of er-ptessiititfltJ11piori to iefnlcrtioAf

boric Cement. shol hehrs avoideds forni Ie cinsbe thonste l'MMii ,\hi boracics cetc arid tjildbtaketniiiorde to

ovciprCiSmniZe theocurenlci ofd ptlmonsert tenn othlism. loly

Thepriskio of puiionmr litil emblism, hAit tlbe sever~ityl of aill2 thoe tpcementvs Ipateations Syndrom (aiboiScI

compich tro il tiscuan be rdimced by heaintglol gnr and totekdriigs Holwtier intrcarneistltircatinal Care shoul

uover-pro e csuriz its chemsent n tove ine i cthe prosth lesi dslo~ly.eaertctce.SrosalcgcM

have been reported rarely inl patienlts onl sysietule genhinhmiciii tliermpy. lieretiOc2, the incidence of lthese

seritous aller~gic evn cts nay, also occur inl patienjts wvith gentamicint-loaded honie Cement.

Device i'olaflilit onuil flainniahilitv and velert immiiilei dclictxs: '1hw operating room shotild lie

tulequiately ventlimnttd to elimiiiiitte liiuihciier vapiors. JIgititioti ni iiiiinioiitc Naj)OrS catisttl1) l'mse of

oelctroentmtery devices ill surgical sites nevar freshly imiplantied ionic clements ha~s bceel repo)tilI.

Irritation oif rlie respiuatcliv tract, eves, and the liver: Couitiori shrould be exercised ulirimri the mixing offlie

liquid c arid powder Componentis of t lie PM IMA boric cetment to prevent excess ive eposti e ito thne

coticelitittied vapors of tlie liqpuid Comuponenit, which niiaiy produce irriatlioti of thle respiratory itrie!, csc,

aned possibly thie liver. Persumiel weai-ng eolit,,t trulses should riot rInk INILl A Inure Cementd or he.

near tire fluxsing, of time l'INIMA honec cemente.

1. DO0 NOTLN' iSE there: is loss of sterility ofilie1 cemenit?.
2. Discard anld DO NOV tJSE opened or dam inepakg esotlehn cmn.Ueo rouct

packaIged rim unopen~ed arid Lunudatmidged contfainerlS.

3. Looascni i , ig rIind fracture oit ctui r t Ine c menient or t he I Iros ItrIs i s. or mibo, carit o~ccu r chIIic itot di sease.

trauma II i, anIId inra d equate ; tocIIi cellntii rehiq ir(eII, rI LccImiui ica. ilt I]it IIIIe o f th11e Ir ;IICIinera Is orI latent I

infectioni
4 . 'lhe liq~uid ansi pomder curmnlinilcits o'this cemeimi imost be mixedt thororirzltl before using.

Iniadeclrmaic mixingl Will lead to inlio11mogenicit In:,? w'ill Comnpromuise the m hnecirical properties arid

clinical p-irfriirimince ofk teCement.
5. D0 NOT USE bioni cement alter expirailon dlate.

''ihc Surgeonl shIould dc~ide VVhetlcrIC tIme be~dtziefisfepcte~d from1 anl anhropIast5Y ou~tWeigh1 univ proSSille bug1~-

menul adverse effects.

Pit CAUiTI ON S
Strict adherence to good surgical princi ples and lehic o ij r are requtired during ulse of t lie c nireilt. DCCp

Vound infection rs a seiotts postoperative Complication arid [lal reqluite Otona reninval of die prosthecse

and crnlihedndd Cemeintt. Deep wound infection may be latettt and nost manifest itself fort several yeah's

postoperativcly.

I, (:omtiet dertimntiii'. The liquid conliiponuiet (rultlormoier.) hals causmed coutact derniamitis ill those

hiandling and Inking l'MIMA bone crilent. strict aidherence to r11t: isisnuCtIOfls 1or 'nix iig lieV

powder anld liquid componenits may reduce thle incidenice of contact deriatimuis.

2. Ililiersensmsitivity reactioin for operating rooim pecrsonnel: Tihe liquid component of the P,\\RA

bonIe Ceilteii is ai poLAerfiml liplid solveiti. It should not contact rubber or lteex glovs.Itl cotc

occtnr. the gloves inay dissolve ;aid tissue damiage may ccur. Weaun itua second pairrof gloves arid

strict adhecrence to thie mixing iriSt1iiCti01nS Imay dilriirilih thle prissih~liay oil hypersenlsitivityv reactions.

Thke mtixed boric cement should not make contact with gloved hand unlltil tile Cenlletum has a cquiried thle

consis~te1cy OfIO luingh. 'Ib]is usually Occurs ber\%ecn oneC andi two miintttes Afte the liquid atid powder

cotiipnnitrils are niaxied]
3, llypL'rehrelsitiv'ity r.eticttinlis fill pratieints: het geilittimicihi cuilci of Coal't MV with (lentamicin

Boric Cemienit 11) et ruseU h s iritiiy reoneirinis in isolated cases.
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4, n hldeqllnte Iist-o pel'ative fi),alIdin: Illadeq II¢t fi %'r[Oil O~r Il11t1 icipaled pos tp Ill ive even Is hilly

affe~ct tlhc PMM,'\ bollc cenclllllboii iulcrlhc~c andv J iad to 11icio-[1oliol! ot'ceillelnt 1gai11s[ the boeli

sllrrlCC. A\ filhtol.. tissulL layler 111;y develop Ibeiweel/ tile P'MMA\ boll(. cciiicri[ aild( dile belle thlat Imlal

cal s~ VIooN;el I I g of' (IIe proisthesis. Thuls, co tit1[ued . ])~liod(I c tb.llo\V-ll] is advised lbr IallI, I iC IIIs,

5. ExlthIIer'li II ]' eaction: Poly, nieri7411on oJ'ihl( PNIJNJA on cc it11e t E 113il iS :JJJQ I f2tlilnnil ic I''fte IiII dia

occurs while the Pl'~JIA! belle ¢m¢nln is haldeningl~ Uil.sim. T[he roteased h]l al lfy dalinlqe Ilielie or

otheil [iqstlc adjacent1 Ilie imlplant.

6, F'xrkision: Extrusion of (lie 'MIMA~ bone C:ClIIclll b~cyDId Jilt lCfgiIll oJilS initculded aplj~)icatioll llh'y

Occur recsuhltg ill tIhc rlblowing COmllpicalion,.N: lIcluawlllr:l dy~mria; blaidder Ii£Ilila: delIycd scillic

ilerve enlfapmllell fr(111 us[rLu ioII fillr Ihi)lie 'ClntIUl hquyold tIle le'io11 l' o ils Jlllellded tlse' IoeaJ

ineuropalhy; IoeMa vasculaIr erosion find occIusilon: fIJ intestinafl obstruction becauise of adhlesiOrll

ald s fii l-icur of' he ticun F'rom thc leat released durillg tile ¢xothermii j)olyel zi l

7. USE IN I'IRIGNANCV: Thet saftvt iiild effecllvene.,% ofJ'lhe P'MINA bollllt t'nlellt1 ill lpregruull)

wirtliell lots lllil be.ell e.lsh~ib lllh d. I'NMIA hIolit: c't'111cIl 111il lulvcrsely IlJf'ect I'etll hecalth,

S. PEDIIATRJIC USE: The ~11llJ) 11(J :I eliev~ ll([ I'MMA JJJ)1h1~l cewtt~~l in childrlen hais riot

beenl estlabJisliced P? IM )o, culL',~llivl?111m ila)*dver.el), al'lecl b~one !grosl'lh.

9,. E,]pirationrdl ihmll : IL\'h\'I\ bolls Celll-fi shOtlid not be tised lite' thl¢ expiration date be:cause tile

efCJctNc~ivcII, Of' Ihc devies 1may be comproilllised.

Il. IDisposalh 1.x~lfred cement shouk[d be lIixedL acco~rding~- lo 15tnslctions for Use prior Io disposal.

liecaulse elfile volediitty and flamminability ofl'lc liquid monhomer of' linc I'MMA borinemnllli, liquid
111111um1L' thlat has leaked cr is leaking fi'om the package should lIt colicclod and e~aplm.etlld inl a

well-venlilwed hood or absorbed by kin ]uert mwid~I'iI and itallsfutictd in at suiluible coriminer (one
thai does not react wvith tlhc PMNM/\ bonec Cenlmit) for disposal.

I1I. Incomlpatilbility: Aquelouls (c~g. anihlinitic containiing) solutlions mtIlli~t IO e 1mied with die bonle
eemtenl, ils Ihlis loduces Ihe strengLeh considcra~lyl'.

1 2. Monitoring: I'iliLnls rcciviig genltalicin should be lic]iocdically mlotlitol'cd with peak and IItlogh

levels of till wntibioliV. svittin vlccuolytes, seitim cenal function, turinalysis. andte audlograms (in
elderly, and/or alehyNdrated patient Iin wholmilithee is Iq higher risk of adverse evenits assuc'ialtd wvith
'cnlmnaricinl lisc).

]3. Ike of'genltainilcill should he avi''ide.d Iin Ilic follow ill sihilatolon,
Ci~ictll'L-iibt;~qtl il[JlU e ot~

Oilier ngur-0otoiC/lll.'Jhlz31oxiU MllibioliC$

Cephalor idine

Pob'-mixin 13
Colistinl
('isphlail
ViIlenluumCill

J.~. l'os;e ill patients111S ilh rei'.1al ilnpall nel''1: Sin.ce no adjntllellln[ Van bel mlade to IlL: (ose: ill tile

eclltullicinll-oad.ed 6[ic llt.nt [I risk vcisus b'.'ucfiE ;ls¢; qel hotlid hlo litde bell'er use ill pitlienis

with reilla imlainml.n
1.Drug reistant baectria: Using (.:obeid "t1 L MV M.ill G.cnh'iffin ll oI. CemenCIt Under conditionIs

other than tIhc il.]icatcd use is u~nlikely [io provide benefit Io the patient and iocrrascs tLhc risk of the

developmntc1 tof'dlln I'Cslstall bacteria,

Avoid over pl'CSS062ri6fitiOf of'0 t ieone ceolell becaulse this my1' 2d ti) eIll'tsitllno el'e h1IICon cllement

beyond the site of its hilcllded apl~picationl .'nd danlagS to the surrToundinlg tissues,

A DVEIRSI:~ EV I'NT$
Tile muost serious adveise events. inluhding ¢lcaill, repelled wVith li t: SO or acryic iboii ccinc,.s .o:

· Cardiac arrest
· Myvocardial jintrclion
· Pulmonar'y embolism

· Cerebros'ni:ular accident

I Sudden death

The moiO, frcqtlucnl itdvei'se cJVLIlS icipurted uIC;:
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'lrIalISiIDry fall [ln blood pIeIssure
Tin am bhophlolfitis.
I I~lenintrl'ha., alld holjlmalOh'

·, 00 IIocse ig IW r II i N ;.lcilCC nlI r I ThT pfIIC M I lC.SaS
· "uperficial or d~ell woand inaetLciol

· Trochilnfuric bursitis
SI .qoJ~- ELI caled elILIiC COAhL~Lioa i II ul ]'Iiti¢U,

Nephrotoxicity
* IUsnall in piienis with pic-existinag renal damligu

.Also i.l patients with n10tlilal Icela' j'tlliclIoll (I ',hola aminlo-~lyeos.ides
are admhniqiered for rlonger peroiod Or il hili~cir doses thtal rec'icinlltllded

· '['J1 s.q-llIII 5 t IIIly IMlmlnife2st ifllol ccssmlima ol'lhe ltlL'rapy

NeLIriItixicily

· Malil'C'sIlc 1,; both auldilm'y and v`2slbullla olmoxicit)', intcluding irreveisilhl hearinig
loss

· Skinl tinglfing

U~~~~~~~~

Miuscle Pc'teic ~a
· Collvtlsiolns

Other adverse even11s i'e'l'loed are
· I leterotopi¢ Time bereic, rlllmationt

· TJrochianterie sep~aratioln
Other potentia[ advel'se ev,,nts reporled include:

· Application of genamliCia Ilitll Shave The polenuial to trigger the lypical adverse reactions
Orf ties lunllbiotii, w.hich arc inpalcua r iamg tohminc, and to thle kidnecys.
H-owever. li]Cbc ad(verseC reactions arc very 111llk:J Tol (C)CgII' ;is IhIC KelIIIll] IYl21 I'Ll;llll~

%%el betow JevcJ~; nlwllthcd To) Cause~ dlllllaIV. CII)1CI-IITI21 adilLilli.lslria llnt' JJ1lJ~J3]C

rclm4\anls alld cilhcl Tlan puitulnll de IhcuICIOlniIis'2ular' blocking plolluliics t)J gviamlliciii,

H o%%,e"VOI, IThu owV serLiin COnclC211aitolI sign[i~fienl NI, 1"2lilt2 theR risk Of ()CeLlit~ieUI OJri ~ ~ ~ ~~~~~~this adverse evere. The use of amlm~~otic-loaded boalc c'irientl mllay lead to devel:opmentn
of resistantl Ilnicrom'ganisnlls and Tihe phlysician sho`2ld weigh tihe risks vs. ficenetiii to The,
ixdicnlt b)Cl'ole Llrill C-ohbalLT~ M VNx with GC]¢lllalnicin Boil C Cementa ill eachl else.

· Pyiexia dIui ITo all alleil'N or hisolouoical ]eac. ioln Io belle Criltitl
· 1 cil`211llria

· Bladde2r fisaola
· LIocal [t2liculoatll )'

Lm.Oaj %':tsculr lkfrosio11 alld ol1cillsjtjll

· Adhecsions Saad] striccurc of'The iIlcum duic it) th, hea released during, polymecrization.
· DIelayed sciadei acnrvecin11ralimlcm fllld to exirusion of ihc )oti, cemnt~n bl;yond The 'i.'gioI1

o f ilIs initended(I ( apJilI[i ca IiLI] .

Adverse rvactioas at'l~ct:iilg Ihca caldiQVIISCI&la sySIlcm have bcon ifitribawtd To) ztIiukug el' ulpuly'mcri;'cd
liquid mlonomer timo The 6ircuhltory s','stm. Data indieate lhale the mahnomet undergoes rapi hdoyis: t

Melhacy[ic acid and that a significainl fi'action (if The eircldatting methacD'laic is i11 tile fO'ill of' Ihc fi'ce
Riaci, rallier thlan oJ' The ni1cthl)' ester. Coitl'.:ationl liehyco. Chlin.t iVs ill Ci[Clilitiilo C01llCltlaM i01lS (Ifl the

m11lhyll Ilicl~l~J1:ItcQ'Jlclctlhaclylic acid altd chaages iaI blood pi,2ssitie has notl beta established.

H-ypoicisive episodes relierld are more narki.'d i[n patienis with aelevated or hligh normlal blood pressore in

hyptivokm1in mid illpatternts With pae-cxisriag. cardiovascular abalorilalities, El-evations ia F.lasmla hislamina
levels sulbsetlciacl (I) inttodhtction ol'ccentet [have also been reported.

Raparis of somntime al't'al caidiac re'lemstisggest lhatl elderly osteoporolc patients unlder1going hip

r,2,lac,2ment For arthrtific disease. RIsk is also higher ia pati,2nis with pro-existinig cardiovascular disease.
Althoaghl the etiology o£ cardiac attest is un¢laar. it mays wecll he ,2ither direc. cilrabelie efteels ar se,20adary

to Jlypoxia pprodtlCCdI IT 1pt11hllilll'y aLiibe11 liet.h1llllllIZIi JlloodcdtlCon11 offilquid :CementI utilter Ilresuc~qtl into(

aclean nlc~du~ll'lV can1al hals boca 00XI Thon I[lipsoMciaibly C~lltAIlCC Tlia filling oI'rl ho bea cavilius w[ih intarkcd
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invprovcnetnit]1 10C SeC Li it)' Or IIC II)hIc hmccI culul i II uslhcc. CaL~, ]11stS be. rcFised ihl introduLe¢[~ ll. c he n C IIeT

¢o]11imlltlL~y l'ronm disti to ]p-oxiInml I0 aIvoid laitili]~li011S i11 II tChe eenllt

DOSAGE :\NDAI)MINIST1RI [TON
Cobalti " ~MV wNitl GcaintIniin copolymer powder is double paickagewd, The linner gas perme11able Ipack-et anti

its c01nwi1m15 as well is lhe insidev of thle Ifoil JaminaLe protective evere'rap, are sterilized \withi olivtylcn

oxktdc. The packl'l containinz tile stcliic fitlteed liquid rammlinier is packa,-d inl a proteacl¢ gas-pi'lnicabiv.

overwrap iluuch. 'The outside of tile liquid imckct and inside ofo.,rfa ouch atrC slcrifizd by~ eNxposula

1VI vapIorous hydiogen p-tloxide.

(AlIClast oneC exra tillit olf CoballW '~ IvV vwith Gentaniein Bone Cci111u11 siltiuld Lbe avaihiblv bv..ote swlitng

I stu'gieal procedure}.

A unit is prepa~red hyv niing tile ciith'e conteals el'one (I) palcket ot' po'.dur (4f1 g copolymert) with ,tne(?)

F.ackc of' liquid [20 ml !hallmemu). On-' 0' Iwo ulils will uIsulyI su11'liee, ahhIML1llh iffs W.,ill dCIpIndo re[oil thle

specific surg'ical pIroedure, anid the iechlluqte$ employed, Each illtl is pl-itpar'td $uparalely.

Thle thllowilig arc required [tit' plup.imllion of lh¢ belle Celltiglll:

Starle %v,,uking, area
· Sticite pla:mic lbowl approved tot' LIse With T1rtIoreo'rs

.Voel'Pr vcum mlxing, sponsorsptuls

iA circilailillg nullrse, or assistant openls (lie p¢¢lable Wllh j:.ckage ,qid file blister pan:k. and the: sterile powder

packet and liquid packet itc aseptically placed oil a sicr'ile fable. IThe p.owder pacel t and the liquid packet

are Opuqlld tladc StrMle~ Conditions. Stince eatch packcl Oi' powder contrains a plC-g-nlea$1wed qultillity ofI

Copolymer to t-eaci xvith it [MU(I~4l I'C qlaltllily of, Itlollom"l', Cal'c should he mklitk to IlliX Ili, a c titc

C~ttrllitS of'ella pv.\cle! pae~kcl with tihe entirhq Contetels (if'eill liquid paeklct Parikal mntl~inisD shauld[( ntot be

used.

MIIXING INS' I'III(: HONS FORl BOWLI .,\IXING

Pour Ihc I iquid into a bowl. Add tlh¢ powder. S'tir wvith it spatufla vi~gorously, butl CMl'ftlll~r , Ikor ;LbmLA 30

SetconldLs.

CEME:"NT MAY BE AIPPIED1:I IN /\ IRI-1)OUGHI STATE', BUr IF /\ DDL/GH-I,IKI? MASS THAT

DOES NOT1 STICK TO0 RUBBER GI.OVES AS DESIRED, WMAI' ANOTHFIZ 2 MINIIJ'I'ES - 6

MINUTES deltcodin, on the. amblient ICIem Il~eatlt (L- CURVES).

At fIlls state klleid fol' Mumltl 15 secolid -.30 secoads. 'f'he ceellt boit wC'OIC rco' ~/t>elD1, niad lilixel

,air bubbles dlislippear for die iiioI ipalt. O)il tile other Jtnd, ii'11e kneadijig process is extentled TOO) [olo, tile

ipo1lymerZ;Iizo may proee l ttoCC thel, poinit where the- mlass is lit) Illrigger sot~f Bd plIiableI, illal~I2 lg manipuhl~ltion1

and appi:ation to bone difficeih.

Th le wo['king time Illl I)c affected by temperaturIC(Se {sc t'reQ and table fo'r wvorking and hardening tinmes).

Adcdlitloallv, !le mloistthle Con~tent ill {lily bo~liv Cc~lII;:t powdl"r has all el'leet oal polylllgfizalion; eri~ltcll

powder x.,ili~ hieburc I11oisill'¢e. conent will sui I'uster, whilt: drier ciollelt powder \will ICsLII ll SIin slower c-

limv.'fL Te Litell 11oil poulch acles as a Innlosturc barrie fr it[ColbahTM MCV widtl (.lllIjIjlnlCihl IjIoIC (ttlll.T

mIHiInimiae [11.101latioll of $¢t-1[1n1¢;, do notl i'I(.,11C tivec pow~der com~ponlenl's mtlriSlu//' barriv.' lunJi i1 ies elllie

Io mlix lIhc curlecat..Mainltathing ai conislant and Il,0derille ,1%'-51-i) l~imidity in lithe opcrating room

,viii also lead to mlol"e eonsistenl ctalCill hand1fling puL:.dblance,, The ideal wvorking consistency of' Ihe

'ohjalt
TM

I\,V w~idl RealclIollL- C~21ement lI1ll ramreal application ito bone is best deqcrminctd by lit;

surgeoil based upon experieince inl usiag the prepaeiaan To assure ~lileclimel [ixailioll, !lIt pslhtl~lsis Shoulld

[IC hold SecIurely hi place withiout movement wtllil thle bmne an:Ielll hals fillly hialt]c
I
n

t d .
EXECS

s iv a C.emlentl

mutst be removed whitle it is still ,~oil. IF-additioaal Cenment is rtcquiicd din'laB the surgical procedure. another
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packer o f Iiquidkl and packer of po'wde'r nmay b-e mixed ats dcscrIllbcd above. ITle r-eskiI llng kneadniblI¢ mass

may be aplpliedl Io previously hidlntled bonle. Cememll.

'J'Jlc omllietionl of' IpOlp'll irzaloll occtilr$ ii1 (lie patlienlt alnd is ass¢ociated .vitlh Itic li[1.uhqion or he~ar. To

More 11pidly dissipatie tile heait, tlie. Iolymlerizinm ¢gieelt m1ay be ir-rigated ',villl a cool physiologic saline

Solutlion.

STOILAGE
Store Imckag¢ ill a drv., ventihttiM ptacce between 6°C atld 2. °(]~ (42.SC'F to 73..47). 11nlpropcr CNxpos1lc to

liiohl iempera'ttwles may, restih ill IkllI or- partial polymerization el' monomer- liquid, ort r-educolll ill initiator.

(bLlizoyl pS.'mxidc) COllicl ill powder comlpollcll. 'I1'hCs¢ chalices could significanthy affiuc( ~l cemet

ha~ldlill"', prpcl'Ojcl's, m1cchlallic;lJ prolpcrlies, midle clinical i'csull.

SufJficie. It unlits sh Jould Liu t'll(im ved fl'oml seeks and sIlto(i ',it ',aiiall __.iC (73.4aF), o1' alt tie icl l aIJ)21HII

apl-poprial¢ It) give desiredl wic¢11C hanldlinlg alld setting properties, for 2, hourls bek bre lise.

Tille ccqpo)ymlllt ipwxder dot:..no i1l,,,ithl.taILd heat StlriliZaitiol tl'-;mlmentl. Ifa i ',a nk is acwidLillall op,2ned, it

Ili~ti nIot be IIsed.

II O"V SUP[IPIED H
Ca.'lltonl conlsislin~, or:
I pFackc orcaolymr owder conitainling' 40 C'

I packer of liqlUid miml'Ot Lh 20 ad

'[he tblIhL. ng tables and graphs ,.vet,, geniera1ted rising standard methodls including a tnleatr-olrlc

cliviroomnlnt. W,'rming of' boric. CeelTIfll by t lil)'1181lF, iJ tliptlmtliOn aq11d flite eventual applIication to tile.

surgical site W.ill accelerate thre oTnset and completion of [he( final htardening phase. Thfe "caltt of

Rccelcratiolln depends oil die iit;f uptainand al11plicationl. I'arly and extended ,wai-mnilg w,,ill have

Ihle IhllgC~ effieCt oil cemlent hardt:.in.

Tylpical '.vorlcdig data for- mixing Coibaltil ' 5IV wilht (Gcll11incill Biole Cemeti~l

[Open Blow[ t",'ixhl. tt Anmbient Teolpeerattues

Amhiew nd ;llJconipocIInl temlperamore 1 8" C NO °(.' 23" C

M-ixing timelt (10 '.(" Ot30 ' 010'.O"

Start of'douigh phose 5i3l;"' 4' 15" 3'00"

End of applicalion p h a s e 1~~~~ ~~~~2' 5 0" 10'30" 8'lIg"

Illardelfng~~~~~~~ ~~~~~~~~ Ig' 15" 1 5'00" I1:40"

Vacllllm Mrixitlg :t /Allilliellt''glp 1'tlle

tit millicrature18 ° C 20"C 2T'" C

JMixing dilec03

jSlat-1 o£ dough phase 2- 24- 2 10

ead of~~~~1 plllctoL a s ¢ I7 0(O0" -8'1 5 " 6'30"l ~~ ~~~~~~~~~~~~~~~~~14' 1" i J'45" 91
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II-it ndl in II 4rd F, II I g ITiin11s vs. 'lIn p eraILi I'e forI
Open1 Howl Mixing ofCobMIEt T MVV Witfi, GVuMMaliCin BoneC CCI)IC11!

24 I __ -- 75.2.

-,22 -[-- - 71.6.-
-~21 ... 69.8 ~

1 9 I- 66.2 a
E

iP_. 18 ~~~~~~~~~~~~~~~64.4

U~~~~~~~~~~~~~~~,,,

17 !1 ' 62.6

1 6 J lI, ! I'Nl 60°8
0 ~ ~5 1 0 1 5 20 25

Time (rain)

I - '.,.ixfilw phiise III - Pc,.v-dough pihasc

I1 - P'rc-dough pha.,c I ',. - Fim'd hatldcning plhaic

IHIaiidliin§ and Sciling T'iii.s ,,%. T'llep lelr c 1r1'
VOeCkuTII Mixing ofTukli''' MV wiLh i jlluiCuieii o[San Cement

25 77.0

24--. …75.2

23 - --- 73A4

22 ……71.6

-- 21 69.8 -

20 6, -o¢

cu~-E Ez
I8 -- l- 64.4

1.7 i ' 62.6

1 6 GO-…-6.8

0 5 10 1520 20
Time (min)

I - lixiig p hase III - Post-dongh phase

II -i'rc-dmgih Iihase IV - Final hardening phase
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Reviewer's Comments:
The sponsor has provided adequate labeling including indications, contraindications, warnings,
precautions, adverse events, important information to the user and handling times based on
temperatures encountered in the operating room. This labeling was previously cleared for G-HV Bone
(K051532) cement for another Biomnet Bone Cement containing the same amount of gentamnicin bone
cement for a 2 stage revision.

Sterilization/Shelf Life/Packagqingq

Shelf Life
CobaltT" G-MV Bone Cement has a one-year shelf life. The packaging material and level of BPO
support a 1 year shelf life. This is a conservative estimate considering the decomposition rate
of BPO3, the storage conditions and packaging material.

Sterility Information
CobalJt*" G-MV powder and the packet containing the powder are provided sterile by gas
sterilization methods as follows:

Gas Type: Ethylene Oxide (EtO)
Residuals: meet the AMMI/ANSI/ISO 10993-7:1995 and AAMI

TIR No. 19-1998
Sterility Assurance Level: 10' 6

Sterility Validation Method: AMMI/ANSI/ISO 11 135:1994
Pyroyen-Free: No claims will be made
Labeling: All packages will display a black/dark brown to green

chemical indication dot along with a statement that the

t

device has been sterilized by Ethylene Oxide (EtO).
Contract Sterilization Site: Centurion Sterilization Services

A Division of Tri-State Hospital Supply Corp.
301 Catroll Drive
Howell, Michigan 48843
Registration Number: 1824619

The CobaltTM G-MV liquid component is sterile filtered and aseptically filled. The interior of the pouch is
sterilized by exposure to gamma irradiation prior to monomer fill. The exterior of the pouch containing the
liquid is sterilized by exposure to vaporous hydrogen peroxide, as well as the outside of the liquid packet and
inside of the overwrap. The filtration and vaporous hydrogen peroxide sterilization methods are as follows:

Filtration
Filter Size: membranes of porosity not greater than 0.22lam
Sterility Validation Method: U.S.P. test methods
Sterilization Site:

Biomet Manufacturing Corp.
56 East Bell Drive
Warsaw, iN 46582

Vaporous Hydrogen Peroxide
Sterility Assurance Level: 104'
Sterility Validation Method: EN 550, revised protocol
Sterilization Site:

Biomet Manufacturing Corp.

18

Records processed under FOIA Request #2014-8120; Released by CDRH on 12-8-2015

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



56 East Bell Drive
Warsaw, In 46582

These are the same sterilization methods used for the predicate Cobalt"M HV cleared in
K051496.

Packaging

Packaging
Cobalt"'" G-MV is double packaged. The packaged powder and liquid components are placed
into a fiberboard outer box after the individual components are packaged as discussed below.

Po wderl
The powder component's inner gas permeable poucl is made of Tyvek'~¥i'ylar ®) arid
enclosed in a foil-lined protective overwvrap pouch, also made of foil. The packaging of
Cobal t M G-MV powder is similar to that of the predicate Cobalt... G-HV Bone Cement's
powder component (K051532). Since FDA's clearance of Codalt*'l" G-HV in 2005, Biomnet has
changed the exterior packaging for its bone cements from a paper/foil/polymer laminated
pouch to a foil/polymer laminated pouch comprised of TPC-0814B. This change utilized
internal documentation pursuant to FDA's guidance document, "Deciditzg when to Submita
5J10'k)/ror a Cha/?ge to an E, xsti/Lq Dev/ce {K97-1). The exterior foil packaging has been
validated and poses no new risks. A copy of the validation for TPC-0814B is on file at Biomet
rind can be accessed at any future FDA inspection. The inside packaging for Coboalt TM1 G-MV
is the same as the predicate Colbalt'"' G-HV's inside packaging, which has not changed since
it was cleared.

The liquid monomer's inner container is a Cryovac T6050B co-extruded film pouch (LLDPE
sealant layer, polypropylene skin, and barrier of EVOH sandwiched bebtveen nylon layers).
The outer container is a Tyvek ® pouch. The packagirng for the liquid monomer is the same
as that of its predicate, Cobalt"' G-HV (K051532).

Sterilization

Cobalt'"' G-iMV's powder component is EtO-sterilized by Centurion Sterilization Services. The
liquid component is sterile filtered and aseptically filled by Biomet Manufacturing Corp, The
exterior surfaces of the cement liquid packages are sterilized by exposure to vaporous hydrogen
peroxide that takes place at Bionnet Manufacturing Corp. The label will include an Ete sterility
identifier.

The sterilization of the liquid component of Cobalt"" G-MV Bone Cement is identical to that of
the predicate Cobalt"' G-HV Bone Cement's liquid component (K051532). Please refer to the
following table for a comparison of the packaging and sterilization of Cobalt'"' G-MV Bone
Cement to its predicates.
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Sterility Information
Cobalt"' G-MV powder and the packet containing the powder are provided stierile by gas
sterilization methods as follows:

Gas Type: Ethylene Oxide (Ete)
Residuals: meet the AMMI/ANS1/1SO 10993-7:1995 and

AAM! TIR No. 19-1998
Sterility Assu~aqc Leel l '

Sterili/aiaio ehd AMMI/AINS[/ISO L11t35:1994
Pyroqen-Free : No claims will be made
Labeling]: All packages will display a black/dark brown to

green chemical indication dot along %with a
statement that tile device has been sterilized by
Ethylene Oxide (Ete).

Contravct Sterilization Site; Centurion Sterilization Services
A Division of Tri-State Hospital Supply Corp.
301 Cattail Drive
Howell, Michigan 48843
Registration Number: 1824619

The Cobalt'"' G-MV liquid component is sterile filtered and aseptically filled. The interior of the

Softpac pouch is Gamma sterilized prior to the asceptic fill. The exterior of the pouch containing

the liquid is sterilized by exposure to vaporous hydrogen peroxide, as well as the outside of the

liquid packet and inside of the overwrap. The filtration and vaporous hlydr ogen peroxide

sterilization methods are as follows:

Gamma
Sterility Assurance Level: 10'

Sterility Validation Method: Gamma Irradiation Product Adaption, File #229

Sterilization Site:
STERIS Isomedix
1880 Industrial Drive
Libertyville, Illinois 60018

Filtration
Filter Size: membranes of porosity not greater than 0.22pro

Sterility, Validation _Method: U.S.P. test methods
Sterilization Site

Biomet Manufacturing Corp.
56 East Bell Drive
Warsaw, IN ,16582

Vaporous Hydrogen Peroxide
Sterilihb/Assurance Level: 10-'

Sterility Validation Method: EN 550, revised protocol
Sterilization Site:

Biomet Manufacturing Corp.
56 East Bell Drive
Warsaw, In 46582

These are the same. sterilization methods used for the predicate Cobalt " '; G-HV cleared in

K05],532.
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CobalIt T M G-MV's powder component is Etre-sterilized by Centurion Sterilization Services. The
liquid component is sterile filtered and aseptically filled by Biomet Manufacturing Corp. The
exterior surfaces of the cement liquid packages are sterilized by exposure to vaporous hydrogen
peroxide that takes place at Biomet Manufacturing Corp. The label will include an EtO sterility
identifier.

The sterilization of the liquid component of CobalJt TM MV Bone Cement is identical to that of the
predicate CobalJt T M MV (K091608).

Powder Component Packaging and Sterilization

Cobalt '"' G-MV Cobalt"' G-HV Simplexo P WI
(New) (K051532) Tobrarrycin

(KO14199)

Material ' ryvek(~~/Mylar TyvekCR)Mylar Nlulti-layer clear
plastic barrier film

]INNERMOST Poucrl
Sterility Contents & exterior Contents & exterior Contents & exterior

sterile (EtO) ster ile (Ere) sterile (Garmma)

Material Foil Foil Plastic pouch with

OVERWRAP I ~~~~~~~~~~~~~~~~breathable header

Sterility Contents sterile Contents sterile Contents steril*.

Liquid Component Packaging and Sterilization

Material Cryovac T60S0B Cryovac T60508 Glass ampoule

m

coextruded filmi coeXtruided film
pouch (LLDPE pouch (LLDPE
sealant layer, sealant layer,
polypropylene skin, &, polypropylene skiu, &-
barrier of EVClt barrier of EVOH
sandwiched betwveen sandwiched betveen
oylon layers) nylon layers)

JENNER CNTAINERSterility -E'tnssC~i~ontents sterile
INNER CONTAINER ~~~~~~~~~~~Contents sterileC o t n s s e l .

(filtration of liqluid, & (filitatioo of liquid, & (filtration of liquid, &
e-beam or Gamma of e-lbearm or Gamma of sterilization of
pouch prior to pouch prior to ampotlle prior to
aseptic fill) aseptic fill) aseptic fill)

Comnlent Very good barrier. Vr odbrir 'pmebebrir
but fragile.

Durable package. Durable package. Hzrost pn

glass shards may fall
into roehomer upon
openling.

Material Tyvek® oc Tvk pouch Rigid plastic blister
with breathable lid

Sterility Contents sterile -Contents sterile Contents sterile ~(EtO)
OUTER CONYAINER (vaporous hydrogen (vaporous hydrogen

peroxide) peroxide)

Comment Vaporous hydrogen Vaporous bydrogen EtO permeable lid
peroxide permeable peroxide permeable stock

2
N~~~~~~~~~~~2
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Substantial Equivalence Discussion

Cobalt'm G-MV Cobalt "m G-HV Simplex®D P w/
Tobramycin

5l0(k) No. New K051532 K014199

Cement Design Cobalt'"' G-MV Bone Cement Cobalt'"' HV Bone Cement Surgical Simplex® P
provides two separate, pre- provides two separate, pre- provides two separate, pre-

measured sterilized measured sterilized measured sterilized
components which when components which when components which when

mixed form radiopaque fast- mixed form radiopaque fast- mixed form radiopaque fast-
setting bone cement. setting bone cement. setting bone cement.

Cement Powder component/ Powder component / Powder component/
Materials liquid monomer liquid monomer liquid monomer

Powder Methyl methacrylate-styrene Methylmethacrylate- Methyl methacrylate-
Component copolymer methacrylate copolymer with styrene-copolymer

29.83g FD&C Blue No. 2 Aluminum 30.00g
Lake 33.86 - 33.42g

Poly(methyl methacrylate) Polymethyl methacrylate
6.00g ... 6.00g

Zirconiure dioxide Zirconium dioxide Barium Sulfate, U.S.P.
4.00g 5.94g 4.00g

FD&C Blue No. 2 ...
Aluminum Lake

O.05g

Residual benzoyl peroxide --- Residual benzoyl peroxide
(0.44g) (0.51g)

Benzoyl peroxide Benzoyl peroxide,
(hydrous 75%) (hydrous 75%)

0.12g 0.20 - 0.64g

Gentamicin sulfate Gentamicin sulfate Tobramycin Sulfate
(equivalent to 0.50g (equivalent to 0.50g 1.Og active

Gentamicin) Gentamicie)
,0.84g 0.84g

Liquid Methylmethacrylate Methylmethacrylate Methylmethacrylate
Monomer (moohomer) (moonomer) (monomer)
Component 18.424g 18.424g 97.4% v/v

N,N-dimethyl-p-toluidine N,N-dimethyl-p-toluidine N, N-dimethyl-p-toluidine
0.376g 0.376g 2.6% v/v

Hydroquinone Hydroquinone Hydrocuinone
60 ± 20ppm 60 ± 20ppmn 75 ± 15ppm
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Cobalt"' G-MV Cobalt"' G-HV Simplex® P w/
Tobramycin

Sterilization Powder Component Powder Component Powder Component
Ethylene Oxide (EtO) Ethylene Oxide (EtO) Gamma Irradiation

Li quid Monomer Component Liquid Monomer Component Liquid Monomer ComPonent
Sterile Merobrane Filtered Sterile Merobrane Filtered Membrane Filtration

Packaging Powder Comp onent Powder Component Powder Component
Packaged in a gas permeable Packaged in a gas Packaged in sterile packet,
sterile packet, enclosed in a permeable sterile packet, enclosed in a sterile

sterile foil protective enclosed in a sterile paper- protective package
overwrap foil protective overwrap

Liquid Monomer Comp)onent
LiquidMonomar Compo~nent Liquid Monomer Component Pre-sterilized arnpoule,

Sterile Flexible film packet Sterile Flexible film packet enclosed in a pre-sterilized
ampoule package

-Anatomical Ossapus tissue Ossapus tissue Ossapus tissue

ISitesI

Reviewer's Comments:
The sponsor has provided a comparison to a predicate bone cement. However, additional information is needed

regarding the fatigue testing. See the deficiency list at the end of the memo.
Yes No

1. Same Indication Statement? x If YES = Go To 3

2. Do Differences Alter The Effect Or Raise New xi If YES = Stop NSE
Issues of Safety Or Effectiveness?

t

3. Same Technological Characteristics? x G If YES = Go To 5

4. Could The New Characteristics Affect Safety Or If YES = G o To 6
Effectiveness? O

5. Descriptive Characteris tics Precise Enough? xFlr If NO = Go Tor8
LIf YES = Stop SE

6. New Types Of Safety Or Effectiveness Qu estions? If YES = Stop NSE

7. Ac cepted Scientific Methods Exist? x If NO = S top NSE

8. Performance Data Available? x p If NO = Request Data

9. Data Demonstrate Equivalence? foXiFina l Decision: Al

X. Recommendation
Regulation Number: 21 CFR 888.3027
Regulation Na me: PMMA Bone Cement;
Regulatory Class: Class II

Branch/e'fatigue testin. Datte e o
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I am placing this document on hold until the sponsor adequately addresses the following deficiencies:

1 . In your device description and package insert you state you have a range of benzoyl peroxide was 0.35-1.0
grams. You state the your bone cement formulation contains 1.38% w/w of benzoyl peroxide but you have
not provide the range of benzoyl peroxide in your release criteria for henzoyl peroxide levels for the
product. Please provide the lowest and highest level of benzoyl peroxide in your release criteria and what
level tested in all the pre-clinical testing that you have provided in your submission. This information is
needed to help determine the handling characteristics and physical and mechanical properties for your bone
cement formnulation. See the PMMA guidance document for a discussion for benzoyl peroxide levels in
bone cement formulations.

2. You have provided limit fatigue testing at 15 M[Pa and 10 MPa. At 10 MPa you have only performed
testing to a run out of I million cycles. Please perform fatigue testing in accordance with ASTM F2118
where run-out is considered 5 million cycles.

3. You have stated the geritarmiui sulfate will be added to the powder component. However you have not
provided the particle size distribution of the gentamicin sulfate. In addition, please identify the supplier for
the gentamnicin sulfate.
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510(k) "SUBSTANTIAL EQUIVALENCE"

N Mar~iiee I ON- M AKIN G PROCESSN y oe (5]m

Descriptive I anfolton [ oeNsew Device H~' Same NO Do the Difference~s Alter the intended Not Substantially
about New or Maketed / Indication Statemrn - - - -- - Therapeutic/Diagnostic/etc. Effect YES Equivalent Determination
Device Requeste as Ne/ded _ (in Deciding, May Consider Impact onf

N~~~~~

YES ~~~~~Safety and Effectiveness)?**
New Dvice ~as tae Nde

C~~~~~~~~~~~~~

s ) "Sunt ly Equivalent" IV
N evice isANew Device Has

New Intended Use

Does New Devic e H Same

Technological Charact :itics, NO Could the New
e.g. Design, Materials etc.? CharaSteri stics Do the New Characteristics

abouYNeworEarkeedSndico SAffect Safety or TRaise New Types of Safety YES t i

4 YES Saety andEffectiveness)?"'*

Efficati ness9or Effectiveness Questions9

New DecAre the DeSamptive NO
Characteristics lrecise Enough NO

No to En sure EN alence? Deic

Are Ferforance Data Do Accepted Scientific

Availato Asses Equivalence?-- YES Methods Exist for
Assessing Effects of NO

the New Characteristics?

G> l~YEs
Performance Are Performance Data Available NO

Data Required To Assess Effects of New
CharacteristicsCh?*

Perfiormnce Data Demonstrate (D Performance Data Demonstrate
Equivalence? Equivalence?

10

YEs No

N~~O

AviabtoAsse Equivalence?" YESubstantially Equivalent"
To Determination To

510(k)SubmissionscomparenewdevicestomarketedPdevices.FDArequestsadditionaI i nform ation if the relationship between
marketed and "predicate" (pro-Amendments or reclassified post-Amendments) devices is unclear.

PThis de cisi e DataD eiostrn alone, but mted testing inforrnat is sometimes required.

Data maybe in the 5c10(k) other 510k)s, the Center's classi fication i es, or the aiterai atre.
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MANUFACTURING CORP.

October 7, 2009

Food and Drug Administration

Center for Devices and Radiological Health

Document Mail Center - WO66-0609

10903 New Hampshire Avenue ^C'f ^ n ,,
Silver Spring, MD 20993-0002 ' /(

ATTN: Mr. Hany Demian

RE: K092150

Cobalt™ MV with Gentamicin Bone Cement

Dear Mr. Demian:

The following is Biomet's response to FDA's e-mail of September 25, 2009 requesting additional

information regarding Biomet's 510(k) submission for Cobalt™ MV Bone Cement (K092150).

1. In your device description and package insert you state you have a range of benzoyi peroxide

of 0.35-1.0 grams. You state that your bone cement formulation contains 1.38% w/w of

benzoyi peroxide but you have not provided the range of benzoyi peroxide in your release

criteria for benzoyi peroxide levels for the product Please provide the lowest and highest

level of benzoyi peroxide in your release criteria and what level tested in all the pre-clinical

testing that you have provided in your submission. This information is needed to help

determine the handling characteristics and physical and mechanical properties for your bone

cement formulation. See the PMMA guidance document for a discussion for benzoyi peroxide

levels in bone cement formulations.

2. You have provided limited fatigue testing at you have only

performed testing to a run-out of 1 Please perform fatigue testing in

accordance with ASTM F2118 where run-out is considered .

Mailing Address: Shipping Address:

r P.O. Box 587 56 e Bell Drive

' Warsaw, IN. 46S81-O587 Warsaw, IN 46582

Toll Free: 800.348.9500

Office: 574.267.6639

Main Fax: 574-267-8137

(b) (4)

(b)(4) Testing

(b) (4)
(b) (4)

(b) (4)
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Biomet Manufacturing Corp.

510(k) Notification - Cobalt™ MV Bone Cement (K091608)

Page 2

3. You have stated the gentamicin sulfate will be added to the powder component. However,

you have not provided the particle size distribution of the gentamicin sulfate. In addition,

please identify the supplier for the gentamicin sulfate.

Please contact me at (574) 267-6639, or at sue.alexander@biomet.com or tracv.iohnson@biomet.com, if

you have additional questions or require further information.

Sincerely,

Susan Alexander

Regulatory Affairs Specialist

Biomet Orthopedics

Attachments

(b) (4)
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(b) (4)

(b) (4)

(b) (4)
(b) (4)

(b) (4)
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(b) (4)
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