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4 510K Summary
Submitter: DEC 24 2008
Biocompatibles UK Ltd.
Weydon Lane
Chapman House
Weydon Lane, Farnham, Surrey
+44 1252732732
Contact: '
Dr. Alistair Taylor

510(k) Numbers and Product Codes of equivalent devices.
BioCure, Inc,
GelSpheres Microspheres
510K Number: #K023089
Product Code: HCG/KRD
CFR Section: 882.5950

Biocompatibles UK Ltd.

GelSpheres Microspheres

Bead Block™ Compressible Microspheres
510K Number: #K033761

Product Code: HCG/KRD

CFR Section: 882.5950

Biocompatibles UK Ltd.

GelSpheres Microspheres

Bead Block™ Compressible Microspheres
510K Number: #K042231

Product Code: HCG

CFR Section: 870.3300

Biocompatibles UK Ltd

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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4.1 Indications for Use and Intended Population
“LC Bead/Bead Block™ Compressible Microspheres are indicated for
Embolization of hypervascular tumors and arteriovenous malformations
{AVM's).

4.1.1 Device Description

LC Bead and Bead Block™ Compressible Microspheres are preformed soft, deformable
microspheres that occlude arteries for the purpose of blocking the blood flow to a target
tissue, such as a hypervascular tumor or arteriovenous malformations (AVM’s). LC Bead
and Bead Block ™ Compressible Microspheres consist of a macromer derived from
polyvinyt alcohol (PVA). The fully polymerized microsphere is approximately 80% water
and is compressible to approximately 20-30% by diameter. Bead Block™ Compressible
Microspheres is dyed blue (LC Bead are available in natural color) to aid in the
visualization of the microspheres in the delivery syringe. The microspheres can be
delivered through typical microcatheters in the 1.8-5Fr range.

LC Bead Microspheres is supplied sterile and packaged in sealed glass vials. Bead
Block™ Compressible Microspheres is supplied sterile and packaged in a polycarbonate
syrihge. Two quantities will be available in avial: (1) 1.0 mL LC Béad /Bead Block™
Compressible Microspheres in sterile physiologic buffered saline (PBS) to a volume of 8
mL, and (2) 2.0mL LC Bead/Bead Block™ Compressible Microspheres in sterile PBS to
a volume of 8 mL.

LC Bead and Bead Block Compressible Microspheres are supplied in several unit sizes

covering the range from 100pm to 1200um diameter.

At the time of use, LC Bead/Bead Block™ Compressible Microspheres is mixed with a
nonionic contrast agent, e.g. Omnipaque, to make a 30-50% by weight solution. The
bolus of contrast agent elutes from the vascular bed to leave a radiolucent, embolized
vessel.

4.2 Similarities and Differences to Predicates
The Intended Use of LC Bead /Bead Block™ Compressible Microspheres and the
predicate device are the same and unchanged other than product names. This pre-

Biocompatibles UK Ltd
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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market notification addresses Biocompatibles UK Ltd. intent to market LC Bead with the
Vascular (KRD) Code and to update its registration and listing with this code.

Other than trade name there are no differences when comparing Biocompatibles, LC
Bead/Bead Block™ to the predicate devices.

4.3 Performance Standards _
LC Bead/Bead Block Compressible Mibrospheres meet the following
Performance Standards:

s Guidance For Industry; 2004: FDA Guidance for Neurological Embolization
Products _

« ISO/EN 10993-1; 1997 Biological Evaluation of Medical Devices, Part |:
Evaluation and Testing S _

s [SO/EN 10993-3; 1993 Biologit:al Evaluation of Medical Devices, Part 3: Tests for
genotoxicity, carcinogenicity and reproductive toxiéity. '

s ISO/EN 10993-4; 1993 Biological Evaluation of Medical Devices, Part 4:
Selection of tests for interadti_on with blood.

» [SO/EN 10993-6; 1965 Biological Evaluation of Medical Devices, Part 6: Test for
local effects after implantation. _

¢« ISO/EN 10993-10; 1895 Biological Evaluation of Medical Devices, Part 10: Tests

“for Irritation and Sensitization.

« ISO/EN 10993-11; 1993 Biological Evaluation of Medical Devices, Part 11: Tests
for Systemic Toxicity.

o |SO/EN 11607; 1997 — Packaging for terminally sterilized'products.

s  AAMI 11134; 1993 — Sterilization of Health Care Products — Requirements for .
validation and routine control — industrial moist heat sterilization 2™ edition.

e ANSIAAMINISO 14937; 2000 — Sterilization of Health Care Products —
Characterization of a Sterilizing Agent and the Development, Validation and
Routine Control of a Sterilizatibn Process for Medical Devices.“

s EN 554: Sterilization of Medical Devices — validation and Routine Control of
Sterilization by Moist Heat

Biocompatibles UK Ltd
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

DEC 24 2008

Generic Devices Consulting, Inc.
c/o Mr. John Greenbaum

20310 SW 48" Street

Ft. Lauderdale, FL 33332

Re: K083091
LC Bead Microspheres, Bead Block Compressible Microspheres
Regulation Number: 21 CFR 870.3300
Regulation Name: Vascular Embolization Device
Regulatory Class: Class II
Product Code: KRD
Dated: October 11, 2008
Received: October 17, 2008

Dear Mr. Greenbaum:

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 Il (Special Controls) or class 11T (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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Pleasc 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 Fedcral agencies. You must
comply with all the Act’s requirements, including, but not limited to: registraiion and listing (21
CER Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CEFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin markeling your device as described in your Section 510(k)
premarket notification. The FDA finding of substantia} equivalence of your device to a [egally
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), plcase
contact the Cenler for Devices and Radiological Ilealth’s (CDRH’s) Office of Compliance at
(240} 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometrics® (OSB’s) Division of Postmarkel
Surveillance at 240-276-3474. For questions regarding the reporting of device advcrse events
(Medical Device Reporting (MDR)), pleasc contact the Division of Surveillance Systems at 240-
276-3464. You may obtain other general information on your responsibilities under the Act from
the Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (240) 276-3150 or at its Internet address

http://www . fda. gov/cdrh/industry/support/index.html.

Sincerely yours,

S Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

—

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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 510(k) Number(if known),__ko 2304 |

Device Name: _
LC Bead Microspheres: _
Bead Block™ Compressible Microspheres

Indications: For Use:
"LC Bead Micrdspheres_' & Bead Block™ Compressible Microspheres IS

intended for embolization of hypervascular tumors and arteriovenous

malformations.”

Prescrlptlon Use x OR : OVer-Thé'—Codhtér Usé_
(Per 21 CRF 801. 109) | |

. PLEASE DO NOT WRITE BELOW THIS LINE CONTiNUE ON ANOTHER -. :
. 'PAGE IF NEEDED)

"~ Concurrence of CDRH, Office of Device Evaluati.cbn-(ODE) |

(Optlonal Format 1-2-96)
tlon Statement ' '

{Dlvlslon stgmbm ,_ B
- Divislon of Ccrdiovascular Devlcas

510[k] Numb_er - kogaaﬂ]

Biocompahhles UK Ltd

PR Queshons’? Contact FDA/CDRH/OCE/DID at CDRH FOISTATUS@fda hhs. gov or call 301-796- 81 18.
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Generic Devices Consulting, Inc.

¢/o Mr. John Greenbaum

20310 SW 48™ Street
Ft. Lauderdale, FL 33332

LC Bead Microspheres, Bead Block Compressible Microspheres

Re: K083091
Regulation Number: 21 CFR 870.3300
Regulation Name: Vascular Embolization Device

Regulatory Class: Class 11
Product Code: KRD

Dated: October 11, 2008
Received: October 17, 2008

Dear Mr. Greenbaum:
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 IIl (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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Pleasc 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 sef
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation conirol provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0120.- Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometrics’ (OSB’s) Division of Postmarket
Surveillance at 240-276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems at 240-
276-3464. You may obtain other general information on your responsibilitics under the Act from
the Division of Small Manufacturers, International and Consumer Assistance at ifs toll-free
number (800) 638-2041 or (240) 276-3150 or at its Internet address

http:/iwww.fda. gov/edrh/industry/support/index.html.

Sincereiy yours,

‘@v‘Bram D. Zuc
Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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 510(k) Number(if'l"('n.o.wm:__ ko 304 |

Device Name: | |
| | - LC Bead Microspheres
~ Bead Block™ Compressible Microspheres

_Iindi_c‘ations ForUse:
- "LC Bead Microspheres & Bead Block™ Compress:b!e M:crospheres is

mtended for embolizatfon of hypervascular tumors and artenovenous
. malformations "

- Prescrlption Use x = OR | O'Ver'-"l"he:-Cqﬁr':ter.Us'e__-;
"(Per21 CRF 801. 109) ' . |

RN PLEASE DO NOT WRITE BELOW THIS LINE—CONTINUE ON ANOTHER
i PAGE u= NEEDED)

- | Con’cufrenée'of CDRH, bfﬁp.e-of Device Evé_luatlon (ODE)

(Optlonal Format 1-2-96) -

\ - - ';mgﬁtlon Statement
- {Division Sign<Off) e -
- Division of Cardlovascular Devlcas

. _51_0[k) Number | koe.aoo.]

: ‘ ) Blocompatlbles UK Ltd TR ol 7
: ..Questlons? Contact FDA/CDRH/OCE/DID at CDRH- FOISTATUS@fda hhs. gov or caII 301- 796 81 18.._ L : g
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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
e Food and Drug Administration
Hryga 9200 Corporate Boulevard

Rockville, Maryland 20850

October 17, 2008

BIOCOMPATIBLES UK. LIMITED 310k Number: K083091

C/0 GENERIC DEVICES CONSULTING, INC. Received: 10/17/2008

20310 SW 48TH STREET Product: LC BEAD MICROSPHERES, BEAD BLO
FT. LAUDERDALE, FLORIDA 33332

UNITED STATES
ATTN: JOHN GREENBAUM

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (510(k)), you submitted in accordance with Section 3 16(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 cotrespondence 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 S0.

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
hitp://www.fda.gov/opacom/morechoices/fdaforms/FDA-3654.pdf.

We remind you that Title VI of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices, Section 402(j) requires that a certification
form (http://www. fda.gov/opacom/morechoices/fdaforms/TDA-3674.pdf) accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications 'T'o Accompany Drug, Biological

b

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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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/puidance certifications.html). According to the draft guidance, 510(k)
submissions that do not contain clinical data do not need the certification form.

Please note the following documents as they relate to 5 10(k) review: 1) Guidance for Industry and FDA Stafl
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 ori ginal submission for a Traditional or Abbreviated 51 0(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
50, you will save FDA resources and may help reviewers navi gate 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].

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

kg

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

20310 SW 48" Street
Ft. Lauderdale, FL. 33332

Fax (954) 680-0161

Home Phone (954) 680-2548
Mobile (954) 610-0178

Email genericd@bellsouth.net

October 16, 2008

Office of Device Evaluation
Document Mail Center (HFZ-401)
Center for Devices and Radiological Health

Food and Drug Administration FDA CDRH DMC
9200 Corporate Bivd.
Rockville, Maryland 20850 0CT 17 2008
RE: 510K Pre-market notification for LC Bead/Beadblock .

Received

Dear Sir/Madam, K ‘_I S

This letter certifies that the E-copies provided with this 510k pre-market notification are identical
to the original (with the exception that divider tabs are not present in the e-copies).

_gjﬁj"ei :

John Greenbaum
Generic Devices Consulting, Inc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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20310 SW 48" Street
Ft. Lauderdale, FL. 33332

Fax (954) 680-0161

Home Phone (954) 680-2548
Mobile (954) 610-0178

Email genericd@bellsouth.net

October 16, 2008

Office of Device Evaluation

Document Mail Center (HFZ-401)

Center for Devices and Radiological Health
Food and Drug Administration

9200 Corporate Blvd.

Rockville, Maryland 20850

RE: 510K Pre-market notification for LC Bead/Beadblock

Dear Sir/Madam,

This letter certifies that the E-copies provided with this 510k pre-market notification are identical
to the original (with the exception that divider tabs are not present in the e-copies).

John Greenbaum
Generic Devices Consulting, Inc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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20310 SW 48" Street

Ft. Lauderdale, FL. 33332

Fax (954) 680-0161

Phone (954) 680-2548
Mobile (954) 610-0161

Email: genericd@bellsouth.net

October 11, 2008

Office of Device Evaluation

Document Mail Center (HFZ-401)

Center for Devices and Radiological Health
Food and Drug Administration

9200 Corporate Blvd.

Rockville, Maryland 20850

Dear Sir/Madam,

Please find enclosed, a Pre-market Notification for LC Bead/Bead Block™ Compressible
Microspheres in Behalf of Biocompatibles UK Ltd.

Biocompatibles is the primary manufacturer and distributor for LC Bead/Bead Block™
Compressible Microspheres, also manufactured by BioCure, Inc.

In this Pre-market Notification, Biocompatibles UK Ltd. Intends to market the device for
both Neurovascular and vascular applications. There is no change to the device, or
indications for use. The original 510K (K042231) was intended for both HCG and KRD
codes (as was the identical predicate made by BioCure, Inc in K023089), however, the
510K was cleared with only the HCG code in the SE letter. This file is for review in
DCD/PVDB. The 510K provided herein is nearly identical to the one filed under K042231.
It does reflect any changes to the device (labeling - name change). No other 510K
reportable changes have been made to the device or its manufacturing since K042231.

Previously we had requested that FDA issue a letter of correction to the SE letter for
K042231. FDA responded that a resubmission of the 510K requesting the additional
Code be added. We are now conforming to that request with this pre-market notification.

Generic Devices Consulting (John Greenbaum) is the U.S. Foreign Agent for
Biocompatibles UK. Ltd. and is the official correspondent for this pre-market notification.
Biocompatibles has a payment account established and a check for the filing fee for this
pre-market notification has been sent concurrently with the filing.

Please do not hesitate to call if you have any questions or need additional information.

John Greenbaum

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Fommi Apgroved OMB Mo 0310511 Expreation Date Jacuary 31, 2010 See Instruetions for GMB Salenent
[OERARTMENT OF HEALTH AND HUMAN SERVICES ) ﬁ
R AT R, PAYMENT IDENTIEICATION NUMBER:

MEDICAL DEVICE USER FEE COVER SHEET Write the Payment identification number on your check.

A completed cover sheet must sccompany each origina! 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.//Awww fda .govioc/mdufmalcoversheet himl

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

2.1 E-MAIL ADDRESS

BIQCOMPATIBLES UK LTD

genericd@bellsouth net
20310 SW 48th Street <
Sonthwest Ranches, FL 33332 2.2 TELEPHONE NUMBER (include Area code)
us 954-680-2548
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
NO DATA null-954-680-0161

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

Select an application type: 3.1 Select one of the types belgw
[X] Premarket notification(510(k}); except for third party [X] Originai Apptication

[ 1513(g) Request for information Supplement Types:

[ ] Biologics License Application (BLA) {] Efficacy (BLA)

[ 1 Premarket Approval Application (PMA) {1 Panel Track (PMA, PMR, PDP}
[ 1 Medular PMA [] Real-Time (PMA, PMR, PDP}

[ 1 Product Development Protocol (PDP) [1180-day (PMA, PMR, PDP)

[} Premarket Report (PMR)
[ 1 Annual Fee for Periedic Reporting (APR)
[ } 30-Day Notice

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

[ 1 YES. { meet the smali business criteria and have submitted the required {XI NO, | am not a small business
qualifying documents to FDA

4.1 1f Yes, please enter your Small Business Decision Number:

5. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF 80, CHECK THE

APPLICABLE EXCEPTION.
[} This application is the first PMA submitted by a gualified small business, [} The sole purpose of the application is to support
including any affiliates, parents, and partner firms conditions of use for a pediatric population

[ 1 This biclogics application is submitted under secion 351 of the Public {1The application is submitted by a state or federal

Health Service Act for a product licensed for further manufacturing use only gg;f&?ﬁ:ﬁ; ntity for a device that is not to be distributed

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

[1YES oo s’ i B

08-0ct-2008

L O\ \ “Close Window" Print. Cover sheet

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER:
FOOD AND DRUG ADMINISTRATION Write the Payment identification number ofi your checl
MEDICAL DEVICE USER FEE COVER SHEET i

A completed cover sheet must accompany each original application of supplement subject to fees. If payment is-sent by U.S. mail o
courier, please include a copy of this compieted form with payment. Payment and mailing instructions can be found at:
hitp//iwww fda.govioc/mdufmalcoversheet himl

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) John Greenbaum
2.1 E-MAIL ADDRESS
BIOCOMPATIBLES UK LTD genericd@belisouth.net
20310 SW 48th Street :
Southwest Ranches FL 33332 2.2 TELEFHONE NUMBER {include Area code)
us 954-680-2548
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE {FAX) NUMBER (Include Area code)
NO DATA null-854-680-0161

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

le lication type: 3.1 Select one of the types bel
[X} Premarket netification(510(k}); except for third party X} Original Application
[ }513(g) Request for Information Supplement Types:
[ ] Biologles License Application (BLA)Y {] Efficacy (BLA)
[ ] Premarket Approval Application (PMA) { ] Panel Track (PMA, PMR, PDP}
[} Modular PMA [] Real-Time (PMA, PMR, PDP)
[ 1 Preduct Development Protocol (PDP) [} 189-day (FMA, PMR, PDP)

[ ] Premarket Report (PMR}
[} Annual Fee for Periodic Reporting {APR)
[ 130-Day Netice

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

[ 1 YES, | meet the small business criteria and have submitted the required X NO, | am not a smell business
qualifying documents to FDA
4.1 If Yes, please enter your Small Business Decision Number:

5. 18 THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

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

[ 1 The epplication is submitted by a state or federal
government entity for a device that is not to be distributed
commercially

[} This biclogics application is submitted under secion 351 of the Public
Health Service Act for a product licensed for further manufacturing use only

6. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USEIN 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 approveal application (PMA}.)

/\;q NO

WNT SUBMITTED FOR THIS PREMARKET APPLICATION

09-Qct-2008

ver shest

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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John Greenbaum
Generic Devices Consulting, Inc.

20310 SW 48" Street

Ft. Lauderdale, FL. 33332

Fax (954)680-0161

Phone (954) 680-2548
Mobile (954) 610-0161

Email: genericd@bellsouth.net

October 11, 2008

Office of Device Evaluation

Document Mail Center (HFZ-401)

Center for Devices and Radiological Health
Food and Drug Administration

9200 Corporate Blvd.

Rockville, Maryland 20850

Dear Sir/Madam,

Please find enclosed, a Pre-market Notification for LC Bead/Bead Block™ Compressible
Microspheres in Behalf of Biocompatibles UK Ltd.

Biocompatibles is the primary manufacturer and distributor for LC Bead/Bead Block™
Compressible Microspheres, also manufactured by BioCure, Inc.

In this Pre-market Notification, Biocompatibles UK Ltd. Intends to market the device for
both Neurovascular and vascular applications. There is no change to the device, or
indications for use. The original 510K (K042231) was intended for both HCG and KRD
codes (as was the identical predicate made by BioCure, Inc in K023089), however, the
510K was cleared with only the HCG code in the SE letter. This file is for review in
DCD/PVDB. The 510K provided herein is nearly identical to the one filed under K042231.
It does reflect any changes to the device (labeling - name change). No other 510K
reportable changes have been made to the device or its manufacturing since K042231.

Previously we had requested that FDA issue a letter of correction to the SE letter for
K042231. FDA responded that a resubmission of the 510K requesting the additional
Code be added. We are now conforming to that request with this pre-market notification.
Generic Devices Consulting (John Greenbaum) is the U.S. Foreign Agent for
Biocompatibles UK. Ltd. and is the official correspondent for this pre-market notification.
Biocompatibles has a payment account established and a check for the filing fee for this
pre-market notification has been sent concurrently with the filing.

Please do not hesitate to call if you have any questions or need additional information.

Sincerely,

John Greenbaum

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER:
Write the Payment Identification number on your check.

http:/fwww fda.gov/oc/mdufma/coversheet.html

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 ferm with payment. Payment and mailing instructions can be found at:

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

BIOCOMPATIBLES UK LTD
20310 SW 48th Street
Southwest Ranches FL 33332
us
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)

NO DATA

2. CONTACT NAME
John Greenbaum

2.1 E-MAIL ADDRESS
genericd@bellsouth.net

2.2 TELEPHONE NUMBER (include Area code)
954-680-2548

2.3 FACSIMILE (FAX) NUMBER (Include Area code)
null-954-680-0161

Select an application type:
X] Premarket notification(510(k)); except for third party

[

[1513(g) Request for Information

[ ] Biologics License Application (BLA)

[ ] Premarket Approval Application (PMA)

[ ] Modular PMA

[ ] Product Development Protocol (PDP}

[ ] Premarket Report (PMR)

[ ] Annual Fee for Periodic Reporting (APR)
[]130-Day Notice

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

3.1 Select one of the types below
[X] Original Application
Supplement Types:

[ ] Efficacy (BLA)

[ ] Panel Track (PMA, PMR, PDP)
[ ] Real-Time (PMA, PMR, PDP)
[1180-day (PMA, PMR, PDP)

qualifying documents to FDA

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)
[1YES, | meet the small business criteria and have submitted the required

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

[X] NO, | am not a small business

APPLICABLE EXCEPTION.

including any affiliates, parents, and partner firms

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

[ ] This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support

[ ] This biologics application is submitted under secion 351 of the Public
Health Service Act for a product licensed for further manufacturing use only

conditions of use for a pediatric population

[ 1 The application is submitted by a state or federal
government entity for a device that is not to be distributed
commercially

[]YES [X]NO

6. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USEIN 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).)

7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

09-Oct-2008

Form FDA 3601 (0172007

"Close Window" Print Cover sheet

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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1 FDA Pre-Market Cover Sheet

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

Premarket Submission Cover Sheet

Date of Submission:

FDA Document Number:

10/11/2008
Section A Type of Submission
PMA PMA Supplement PDP 510(k) Meeting
o L O Regular O Presubmission o L .

O Original Submission O Special O Original PDP O Original Submission: O Pre-IDE meeting
O Modular Submission O Panel Track O Notice of intent to start O Traditional O Pre-PMA meeting
O Amendment O 30-day Supplement clinical trials m| Special' O Pre-PDP mee'ting
O Report O 30-day Notice O Intention to submit Notice O Abbreviated O 180-day meeting
O Report Amendment O 135-day Supplement of Completion Additional information: O Other (specify):

O Real-time Review O Notice of Completion O Traditional

O Amendmentto PMAO O Amendmentto PDP O  Special

O Abbreviated

Supplement O Report
IDE Humanitarian Class Il Exemption  Evaluation of Other
N o Device Exemption N o Automatic Class Il Submission
O Original Submission O Original Submission Desi ti
O Amendment O Original Submission O Additional information esignation O Describe
O Supplement feainn
PP O Amendment O Original Submission Submission:
O Supplement O Additional information
O Report

Section B

Applicant or Sponsor

Company/Institution Name:
Biocompatibles UK Ltd.

Establishment Registration Number:
3002124545

Division Name (if applicable):

Phone Number (include area code):
+44 (0) 1252 732732

FAX Number (include area code):
+44 (0) 1252 732888

Street Address: Chapman House,

Farnham Business Park , Weydon Lane

City: State/Province:
Farnham Surrey GU9 8QL, U.K.

Country:
England, United Kingdom

Contact Name:
Dr. Alistair Taylor

Contact Title: Contact e-mail address:
Director of Regulatory Affairs alistair.taylor@biocompatibles.com
Section C Submission Correspondent (if different from above)

Company/Institution Name:
Generic Devices Consulting, Inc.

Establishment Registration Number:
N/A

Division Name (if applicable):

Phone Number (include area code):
954-680-2548 or 954-610-0178

Street Address: FAX Number (include area code):
20310 SW 48" Street 954-680-0161

City: State/Province: Country:

Ft. Lauderdale Florida 33332 USA

Contact Name:
John Greenbaum

Contact Title:
Consultant

Contact e-mail address:
genericd@bellsouth.net

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.

Page 6 of 120
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Section D1 Reason for Submission — PMA, PDP, or HDE
O New Device O Change in design, component, or specification: O Location Change:
O Withdrawal O Software O Manufacturer
O Additional or expanded indications O Color Additive O Sterilizer
O Licensing Agreement O Material O Packager
O Specification O Distributor
O Process Change O Other (specify below)
O Manufacturing O Report Submission:
O Sterilization O Labeling Change: O Annual or periodic
O Packaging O Indications O Post-approval Study
O Other (specify below) O Instructions O Adverse Reaction
O Performance Characteristics O Device Defect
O Response to FDA Correspondence: O Shelf Life O Amendment
O Request for applicant hold O Trade Name
O Request for removal of applicant hold O Other (specify below) O Change in ownership
O Request for extension O Change in correspondent
O Request to remove or add
manufacturing site
O Other reason (specify):
Section D2 Reason for Submission — IDE
O New Device O Changein: O Response to FDA letter concerning:
Addition of institution Correspondent Conditional approval
Expansion/extension of study Design Deemed approved
IRB Certification Informed consent Deficient final report
Request hearing Manufacturer Deficient progress report
Request waiver Manufacturing process Deficient investigator report
Termination of Study Protocol — feasibility Disapproval
Withdrawal of application Protocol — Other Request extension of time to respond to
Unanticipated adverse effect Sponsor FDA
Notification of Emergency Use Request meeting
Compassionate use request O Report Submission:
Treatment IDE Current investigator
Continuing availability request Annual Progress
Site waiver limit reached
Final
Other reason (specify):
Section D3 Reason for Submission — 510(k)
O New Device O Change in Technology O Change in Materials
O Additional or expanded indications O Change in Design O Change in Manufacturing process
B Other (specify): Additional code KRD; indications for use unchanged
Section E Additional Information on 510(k) Submissions
Product codes of devices to which substantial equivalence is claimed: Summary of, or statement concerning,
safety and effectiveness date:
1 KRD 2 3 4 5 6 510(k) summary attached
7 8 9 10 11 12 510(k) statement
Information on devices to which substantial equivalence is claimed:
510(k) Number Trade or proprietary or model name Manufacturer
" K023089 ' GelSpheres Embolic Agent ' BioCure, Inc.
*  K033761 > GelSpheres / Bead Block™ >  Biocompatibles UK Ltd.
Compressible Microspheres
° K042231 °  GelSpheres / Bead Block™ °  Biocompatibles UK Ltd.
Compressible Microspheres
7 7 7
5
[§ [§ [§

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Section F Product Information — Applicable to All Applications

Common or usual name or classification name:

Artificial Embolization Device

Trade or proprietary or model name Model Number
1 LC Bead Microspheres 1 Various
2 Bead Block™ Compressible Microspheres 2 Various
FDA document numbers of all prior related submissions (regardless of outcome):
1 2 3 4 5 6
K023089 K033761
Data included in Laboratory Animal Trials Human Trials
submission: Testing
Section G Product Classification — Applicable to All Applications
Product Code: C.F.R. Section: Device Class:
KRD 870.3300 Class | HClass I
Classification Panel: Class Ill Unclassified
Neurological

Indications (from labeling):

LC Bead and Bead Block™ Compressible Microspheres ( Artificial Embolization Agent) are indicated for Embolization of
hypervascular tumors and arteriovenous malformations (AVM’s).

Note: Submission of this information does not affect FDA Document Number:

the need to submit a 2891 or 2891a Device
Establishment Registration form.

Section H Manufacturing / Packaging / Sterilization Sites
Original FDA establishment X Manufacturer O Contract Sterilizer
registration number:
O Add a 3002124545 O Contract Manufacturer O Repackager/Relabeler
Delete
Company / Institution Name: Establishment Registration Number:
Biocompatibles UK Ltd. 3002124545
Division Name (if applicable): Phone Number (include area code):
+44 (0) 1252 732732
Street Address: Chapman House, FAX Number (include area code):
Farnham Business Park, Weydon +44 (0) 1252 732888
Lane.
City: State/Province: | Country: Zip/Postal Code:
Farnham Surrey England Surrey GU9 8QL

Contact Name:

Dr. Alistair Taylor

Contact Title: Contact e-mail address:

Director, Regulatory affairs alistair.taylor@biocompatibles.com

Original FDA establishment O Manufacturer X Contract Sterilizer
registration number:

O Add a 3002807107 O Contract Manufacturer O Repackager/Relabeler

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.


http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?FR=870.3300�
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2 General Information

2.1 General Information

Biocompatibles UK Ltd. manufactures both the LC Bead Microspheres and Bead Block™
Compressible Microspheres (artificial Embolization Agent) which are also manufactured
by BioCure, Inc. LC Bead & Bead Block are calibrated microspheres intended for the
embolization of hypervascular tumors and arteriovenous malformations. LC Bead and
Bead Block™ require use by a qualified clinician (interventional radiologist) who has the

appropriate training and expertise to use embolic products.

In December 2002, BioCure Inc. of Atlanta, Georgia, USA, received clearance to market
a product called “GelSpheres Embolic Agent” for the embolization of hypervascularized
tumors and arterio-venous malformations. This approval covered two formulations of the
GelSpheres which BioCure termed 7-1 and 7-11.

In September 2003, Biocompatibles UK Ltd. acquired from BioCure, Inc., the rights to
market, distribute and manufacture both 7-1 and 7-11 formulations of the GelSpheres
Embolic Agent. At this point Biocompatibles UK Ltd renamed the 7-1 formulation as
“Bead Block” and commenced to market the product as a re-packager of the BioCure
product in both the US and EU. The 7-11 formulation was not renamed and remained as

GelSpheres at this time.

Biocompatibles UK Ltd was approved as manufacturer of both formulations in 2004 in

the US and EU. Both Bead Block and GelSpheres remained as the formulation names.

In 2005 in the US, the 7-11 GelSpheres product was renamed as LC bead prior to

commerciaiization. |

The 7-1 product formulated by BioCure remains identical to the original submissions.

This model is referred to as Bead Block

The 7-11 product formulated by BioCure remains identical to the original submissions.

This model is referred to as LC Bead

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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It is the intent of Biocompatibles UK Ltd., in this pre-market notification, to market the LC
Bead and Bead Block™, manufactured at the facilities of Biocompatibles UK Ltd under

the KRD product code, under which the identical product form BioCure INC is approved..
This is the addition of a product code only. This submission is identical to that submitted

for K0O42231, except for the following updates:

e GelSpheres was renamed LC Bead and disclosed to the FDA. This submission

refers to LC Bead throughout

« Change of Sterilizer |G
e Change of Name for Endotoxin Test House, _

¢ Minor changes to transcription errors in manufacturing section.

Note: the Standards data reports (Form 3654 ) for each Standard referenced in this

submission are included in Appendix .

2.2 Legally Marketed Device:
a. Trade / Proprietary Name:
LC Bead Microspheres

Bead Block™ Compressible Microspheres

b. Classification Name / code Common Name:
Vascular embolization device.
(KRD) Embolic Agent

c. Establishment Registration:
# 3002124545

d. Manufacturing Facility:
Biocompatibles UK Ltd.
Chapman House

Farnham Business Park

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Weydon Lane
Farnham, Surrey,
England GU9 8QL

e. Classification:
Class Il

f. Reason for 510(k):
Requesting that the Classification Code KRD be noted on the SE letter.

Other than a trade name change to LC Bead, and minor process

variations, the product in this 510k is identical to that in each of the listed

predicates.

g. Equivalent Devices:

LC Bead and Bead Block™ is substantially equivalent to:

o LC Bead Microspheres (formerly GelSpheres)
o BioCure, Inc, (K023089)

e LC Bead Microspheres & Bead Block™ Compressible Microspheres
o Biocompatibles UK Ltd. (K0O33761)

o Bead Block™ Compressible Microspheres &LC Bead Microspheres
o Biocompatibles UK Ltd. (K042231)

h. Standards / Special Controls:

Artificial embolization devices have special controls as published by FDA in 2004” Class
Il Special Controls Guidance Document: Vascular and Neurovascular Embolization
Devices . Documentation of compliance with all respective standards was provided in
K023089, and K042231). A letter of Access to K023089 from BioCure is included in
Appendix I. Biocompatibles UK Ltd. LC Bead meets the requirements of this Guidance.
Biocompatibles UK Ltd. LC Bead conform to the following recognized standards.

e 21CFR820; 1996: Quality System Regulation

e Guidance For Industry; 2004: FDA Guidance for Neurological Embolization

Products

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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e ISO/EN 10993-1; 1997 Biological Evaluation of Medical Devices, Part I:
Evaluation and Testing

e |SO/EN 10993-3; 1993 Biological Evaluation of Medical Devices, Part 3: Tests for
genotoxicity, carcinogenicity and reproductive toxicity.

o ISO/EN 10993-4; 1993 Biological Evaluation of Medical Devices, Part 4:
Selection of tests for interaction with blood.

o ISO/EN 10993-5; ISO 10993-5:1999, Biological evaluation of medical devices --
Part 5: Tests for In Vitro cytotoxicity

o ISO/EN 10993-6; 1995 Biological Evaluation of Medical Devices, Part 6: Test for
local effects after implantation.

¢ ISO/EN 10993-10; 1995 Biological Evaluation of Medical Devices, Part 10: Tests
for Irritation and Sensitization.

e ISO/EN 10993-11; 1993 Biological Evaluation of Medical Devices, Part 11: Tests
for Systemic Toxicity.

o ISO/EN 11607; 1997 — Packaging for terminally sterilized products.

o AAMI 11134; 1993 — Sterilization of Health Care Products — Requirements for
validation and routine control — Industrial moist heat sterilization 2™ edition.

e ANSI/AAMI/ISO 14937; 2000 — Sterilization of Health Care Products —
Characterization of a Sterilizing Agent and the Development, Validation and

Routine Control of a Sterilization Process for Medical Devices.

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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3 Certification Statement

PREMARKET NOTIFICATION
CONFORMITY TO APPLICABLE STANDARDS

| certify that in my capacity as Director, Regulatory Affairs of Biocompatibles UK Ltd.
that | believe to the best of my knowledge, that the LC Bead Microspheres and Bead
Block™ Compressible Microspheres (Artificial Embolization Agent) conforms to the
requirements of the following standards as applicable:

Tripartite Guidance — 1987 (G87-1)

FDA Guidance on Validation of LAL as End Product Endotoxin Test
for Human and Animal Parenteral Drugs and Medical Devices; (1997)
FDA Guidance for Neurological Embolization Devices (2004)

FDA ORDB 510K Sterility Review Guidance (07/1997)

ISO 10993 Parts 1-13 as applicable

ANSI/AAMI 14937 — Sterilization of Health Care products (2000)
AAMI/ISO 11134 - Requirements for Validation and routine control-
Industrial moist heat Sterilization 2" Ed

ISO/EN 11607 — Packaging for terminally Sterilized devices

e 1ISO 14971 - Medical devices — Risk management — Part 1:
Application of risk analysis

Alistair Taylor, Director, Regulatory Affairs, Biocompatibles UK Ltd.

/3 Yctober 2008
Date

LC Bead /Bead Block™ Compressible Microspheres
510(k) Premarket Notification Title

510(k) Premarket Notification Number

Biocompatibles UK Ltd

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

Device Name:
LC Bead Microspheres

Bead Block™ Compressible Microspheres

Indications For Use:

"LC Bead Microspheres & Bead Block™ Compressible Microspheres is
intended for embolization of hypervascular tumors and arteriovenous

malformations.”

Prescription Use_X_ OR Over-The-Counter Use____
(Per 21 CRF 801.109)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Optional Format 1-2-96)

Certification Statement

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

(As Required by 21 CFR 807.87(j))

| certify, that in my capacity as Director, Regulatory Affairs of Biocompatibles UK Ltd..
that | believe to the best of my knowledge, that all data and information submitted on this
premarket notification are truthful and accurate and that no material fact has been
omitted.

Loyt

Alistair Taylor, Director, Regulatdry Affairs, Biocompatibles UK Ltd.

[3 8chkober Zoog.
Date

LC Bead/Bead Block™ Compressible Microspheres
510(k) Pre-market Notification Title

510(k) Pre-market Notification Number

Biocompatibles UK Ltd

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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4 510K Summary

Submitter:
Biocompatibles UK Ltd.
Weydon Lane
Chapman House
Weydon Lane, Farnham, Surrey
+44 1252732732

Contact:

Dr. Alistair Taylor

510(k) Numbers and Product Codes of equivalent devices.
BioCure, Inc,
GelSpheres Microspheres
510K Number: #K023089
Product Code: HCG/KRD
CFR Section: 882.5950

Biocompatibles UK Ltd.

GelSpheres Microspheres

Bead Block™ Compressible Microspheres
510K Number: #K033761

Product Code: HCG/KRD

CFR Section: 882.5950

Biocompatibles UK Ltd.

GelSpheres Microspheres

Bead Block™ Compressible Microspheres
510K Number: #K042231

Product Code: HCG

CFR Section: 870.3300

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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4.1 Indications for Use and Intended Population
“LC Bead/Bead Block™ Compressible Microspheres are indicated for
Embolization of hypervascular tumors and arteriovenous malformations
(AVM’s).

4.1.1 Device Description

LC Bead and Bead Block™ Compressible Microspheres are preformed soft, deformable
microspheres that occlude arteries for the purpose of blocking the blood flow to a target
tissue, such as a hypervascular tumor or arteriovenous malformations (AVM’s). LC Bead
and Bead Block ™ Compressible Microspheres consist of a macromer derived from
polyvinyl alcohol (PVA). The fully polymerized microsphere is approximately 90% water
and is compressible to approximately 20-30% by diameter. Bead Block™ Compressible
Microspheres is dyed blue (LC Bead are available in natural color) to aid in the
visualization of the microspheres in the delivery syringe. The microspheres can be

delivered through typical microcatheters in the 1.8-5Fr range.

LC Bead Microspheres is supplied sterile and packaged in sealed glass vials. Bead
Block™ Compressible Microspheres is supplied sterile and packaged in a polycarbonate
syringe. Two quantities will be available in a vial: (1) 1.0 mL LC Bead /Bead Block™
Compressible Microspheres in sterile physiologic buffered saline (PBS) to a volume of 8
mL, and (2) 2.0mL LC Bead/Bead Block™ Compressible Microspheres in sterile PBS to

a volume of 8 mL.

LC Bead and Bead Block Compressible Microspheres are supplied in several unit sizes

covering the range from 100um to 1200um diameter.

At the time of use, LC Bead/Bead Block™ Compressible Microspheres is mixed with a
nonionic contrast agent, e.g. Omnipaque, to make a 30-50% by weight solution. The
bolus of contrast agent elutes from the vascular bed to leave a radiolucent, embolized

vessel.
4.2 Similarities and Differences to Predicates

The Intended Use of LC Bead /Bead Block™ Compressible Microspheres and the

predicate device are the same and unchanged other than product names. This pre-

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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market notification addresses Biocompatibles UK Ltd. intent to market LC Bead with the

Vascular (KRD) Code and to update its registration and listing with this code.

Other than trade name there are no differences when comparing Biocompatibles, LC

Bead/Bead Block™ to the predicate devices.

4.3 Performance Standards

LC Bead/Bead Block Compressible Microspheres meet the following

Performance Standards:

Guidance For Industry; 2004: FDA Guidance for Neurological Embolization
Products

ISO/EN 10993-1; 1997 Biological Evaluation of Medical Devices, Part I:
Evaluation and Testing

ISO/EN 10993-3; 1993 Biological Evaluation of Medical Devices, Part 3: Tests for
genotoxicity, carcinogenicity and reproductive toxicity.

ISO/EN 10993-4; 1993 Biological Evaluation of Medical Devices, Part 4:
Selection of tests for interaction with blood.

ISO/EN 10993-6; 1995 Biological Evaluation of Medical Devices, Part 6: Test for
local effects after implantation.

ISO/EN 10993-10; 1995 Biological Evaluation of Medical Devices, Part 10: Tests
for Irritation and Sensitization.

ISO/EN 10993-11; 1993 Biological Evaluation of Medical Devices, Part 11: Tests
for Systemic Toxicity.

ISO/EN 11607; 1997 — Packaging for terminally sterilized products.

AAMI 11134; 1993 — Sterilization of Health Care Products — Requirements for
validation and routine control — Industrial moist heat sterilization 2" edition.
ANSI/AAMI/ISO 14937; 2000 — Sterilization of Health Care Products —
Characterization of a Sterilizing Agent and the Development, Validation and
Routine Control of a Sterilization Process for Medical Devices.

EN 554: Sterilization of Medical Devices — validation and Routine Control of

Sterilization by Moist Heat

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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4.4 Conclusion

There are more similarities than differences between the predicate device and the
Biocompatibles LC Bead/Bead Block™ Compressible Microspheres. The product,
manufacturing and primary packaging are unchanged from K023089/K033761. The
predicate device and LC Bead/Bead Block™ Compressible Microspheres have the same
intended use, warnings and contraindications. The predicate device and LC Bead/Bead
Block™ Compressible Microspheres are identical in design, and unchanged from
K023089. When used in accordance with the instructions for use, by qualified personnel,
the Biocompatibles LC Bead/Bead Block™ Compressible Microspheres are safe and

effective, as indicated, for the intended use.

5 Device Description

5.1 General Device Description

LC Bead Microspheres and Bead Block™ Compressible Microspheres (Artificial
Embolization Agent) are preformed soft, deformable microspheres that occlude arteries
for the purpose of blocking the blood flow to a target tissue, such as a fibroid or a
cancerous tumor. LC Bead Microspheres and Bead Block™ Compressible Microspheres
consists of a macromer derived from polyvinyl alcohol (PVA). The fully polymerized
microsphere is approximately 85% water and is compressible to approximately 30% by
diameter. Bead Block™ Compressible Microspheres is dyed blue to aid in the
visualization of the microspheres in the delivery syringe. LC Bead are either un-dyed and
in a natural color or dyed blue. The microspheres can be delivered through typical

microcatheters in the 1.5-5Fr range.

The product will be supplied sterile and packaged in sealed glass bottles (LC Bead) or

pre-filled syringes (Bead Block™).

Two quantities will be available in vials:
¢ 1 mL LC Bead Microspheres in sterile physiologic buffered saline (PBS) to a
volume of 8 mL.

e 2.0mL LC Bead Microspheres in sterile PBS to a volume of 8 mL.

Two quantities will be available in pre-filled syringes:

e 1 mL Bead Block™ Compressible Microspheres in syringes to a volume of 5 mL.

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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e 2.0mL Bead Block™ Compressible Microspheres in syringes to a volume of 5

mL.

The shelf life of LC Bead Microspheres and Bead Block™ Compressible Microspheres is

2 years minimally.

Undyed LC Bead Model numbers beginning with the letters UB are provided in vials and
contain [[NSHI co-monomer. Blue dyed LC Bead beginning with the letters VE are
provided in vials and contain [N} co-monomer. Bead Block™ Compressible
Microspheres Model numbers beginning with the letters EB series are provided in a pre-
filled syringe and contain [{IESIl] and are dyed Blue as described below. There are no
other differences between the LC Bead Microspheres and Bead Block™ Compressible
Microspheres. Detailed discussion of LC Bead Microspheres and Bead Block™

Compressible Microspheres chemistry is provided later in this section.

LC Bead Microspheres and Bead Block™ Compressible Microspheres is supplied in
several units covering the range from 100um to 1200um diameter. The product size

ranges are listed below:

.

|
100-300um, 300-500um, 500-700pum, 700-900pum, 900-1200um
Figure 5-1 LC Bead Embolic Agent (ca. 500um diameter)

At the time of use, LC Bead Microspheres and Bead Block™ Compressible
Microspheres is mixed with a nonionic contrast agent, e.g. Omnipaque, to make a 30-
50% by weight solution. The bolus of contrast agent elutes from the vascular bed to

leave a radiolucent, embolized vessel.

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Figure 5-2 Bead Block™ geometry and appearance in Catheter Lumen

The vial containing LC Bead Microspheres is, packaged in a cardboard box. The LC

Bead are contained in a sealed glass vial. The vial contains the LC Bead in a solution of

RIS The vial contents are sealed using a rubber stopper with metal retaining ring,

and is provided 'STERILE' (vial contents are sterile) by moist heat sterilization. LC Bead
are labeled as “NON PYROGENIC”. The LC Bead Microspheres is for single-use only.

Vial stopper caps are color coded according to the size of the LC Bead contained in the

vial.

Pre-filled syringes with Bead Block™ are packaged in a polycarbonate tray with Tyvek®

lid stock. The syringe is made of polycarbonate with a silicone rubber bung.

Bead Block™ Compressible Microspheres is available in the following configurations:

Product Code Size Range Quantity Bead Block Quantity Saline
EB1S103 100-300um ml 5ml
EB1S305 300-500um ml 5ml
EB1S507 500-700um ml 5ml
EB1S709 700-900um ml 5ml
EB1S912 900-1200pum 1ml 5ml
EB2S103 100-300um 2ml 4ml
EB2S305 300-500um 2ml 4ml
EB2S507 500-700um 2ml 4ml
EB2S709 700-900um 2ml 4ml
EB2S912 900-1200pum 2ml 4ml

LC Bead Microspheres™ (Undyed) is available in the following configurations:

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Product Code Size Range Quantity Bead Block Quantity Saline
UB1V103 100-300um ml 7ml
UB1V305 300-500um ml 7ml
UB1V507 500-700um ml 7ml
UB1V709 700-900um 1ml 7ml
UB1V912 900-1200um 1ml 7ml
UB2V103 100-300um 2ml 6ml
UB2V305 300-500um 2ml 6ml
UB2Vv507 500-700um 2ml 6ml
UB2V709 700-900um 2ml 6ml
UB2V912 900-1200pum 2ml 6ml

LC Bead Microspheres™ dyed blue is available in the following configurations:

Product Code Size Range Quantity Bead Block Quantity Saline
VE210GS 100-300pm 1ml 7ml
VE410GS 300-500um 1ml 7ml
VEG10GS 500-700um 1ml 7ml
VE810GS 700-900um 1ml 7ml
VE1010GS 900-1200pm 1ml 7ml
VE220GS 100-300pm 2ml 6ml
VE420GS 300-500um 2ml 6ml
VEG620GS 500-700um 2ml 6ml
VE820GS 700-900um 2ml 6ml
VE1020GS 900-1200pm 2ml 6ml

Figure 5-3 LC Bead in Vial

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Figure 5-4 Bead Block™ in Syringe

5.2 Indication for Use and Intended Population

5.2.1 Indication for use Statement

Although Biocompatibles UK Ltd. believes that LC Bead Microspheres and Bead
Block™ Compressible Microspheres may have several clinical uses, the indication for

use is the following:

" LC Bead Microspheres / Bead Block™ Compressible Microspheres are
intended for embolization of hypervascular tumors and arteriovenous

malformations.”

The Indications For Use Statement in the prescribed format is provided in Section 3.0

5.2.2 Intended Use Population

Hypervascular tumors are the most widely embolized vascular tissues. According to
literature searches conducted in two prominent peer review journals, Radiology and
Journal of Vascular and Interventional Radiology on publications during the past ten

years, hypervascular tumors represent a broad range of tissues as shown below:
(Note: Biocompatibles UK Ltd. does not plan to use the specific list below for the product

labeling or for the Indications for Use. This information is provided to present to the

reviewer examples of Hypervascular Tumors)

Questions? Contact FDA/CDRH/Bio©omipratibiassUKUE&Ida.hhs.gov or call 301-796-8118.
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e Liver cancer (hepatocellular carcinoma)
o Kidney cancer (renal cell carcinoma)

e Pancreatic cancer

o Bladder cancer

e Splenic cancer

e Spinal tumors

e Biliary cancer

e Peripheral and Neurovascular AVM'’s

The company intends to make no references to uterine fibroid embolization under

this pre-market notification.

The common feature of these hypervascular tumors is that their blood supply usually
originates from small arteries that can be accessed via selective catheterization. The
arteries leading to these hypervascular tumors range from mid-size arteries (1708um) to
very small arterioles (100um). The general procedure involves accessing the tumor site
by a feeder artery with a catheter of appropriate size followed by injection of the embolic
agent into the arterial stream. In all cases, the embolic effect involves the blockage of
these small arteries with particulate or liquid embolic agents. To date, hypervascular
tumors have been embolized by several embolic agents, including polyvinyl alcohol (PVA)
particles (e.g. Contour PVA), gelatin sponges, ethanol, compressible microspheres
(Embosphere® microspheres), n-butyl cyanoacrylate (TruFill® nBCA), and ethylene vinyl
acetate in DMSO (Onyx™). Although these agents block blood supply to the
hypervascular tumors resulting ischemia of the tissue, some clinicians also use
adjunctive agents with the embolic agents, including ethiodized oils, particularly for
hepatocellular carcinoma. The embolization of these hypervascular tumors can also take
place prior to surgical removal of the cancerous tissue, such as in the pre-surgical

devascularization of a liver or a kidney tumor.

Arteriovenous malformations are abnormal blood vessels which may exist in the brain
and other anatomical locations. AVM's develop when there are abnormal
communications that directly connect relatively large arteries to veins. The blood is
exchanged at a relatively higher pressure with greater blood flow to the vein. The

anatomy of the vein is not designed to take arterial pressure and/or flow rate thus. In the

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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presence of an AVM the vein expands and pushes against the normal brain tissue. This
may have a variety of neurological effects. Often there is a rupture in the supplying
arteries, the AVM itself, or the enlarged veins which results in an intracranial hemorrhage.
AVM’s in other parts of the anatomy will have a similar effect to the associated veins and
resulting complications. AVM'’s have been embolized using several embolic agents,
including polyvinyl alcohol (PVA) particles (e.g. Contour PVA), gelatin sponges, ethanol,
compressible microspheres (Embosphere® microspheres), n-butyl cyanoacrylate
(TruFill® nBCA).

5.2.3 Contraindications
The Contraindications listed below is included in the LC Bead Microspheres and Bead
Block™ Compressible Microspheres Instructions for Use (see Section 7.0 — Device

Labeling).

e Patients intolerant to occlusion procedures

¢ Vascular anatomy or blood that precludes catheter placement or emboli injection

e Presence or likely onset of vasospasm

e Presence or likely onset of hemorrhage

e Presence of severe atheromatous disease

o Presence of feeding arteries smaller than distal branches from which they
emerge

o Presence of patent extra-to-intracranial anastomoses or shunts

e Presence of collateral vessel pathways potentially endangering normal territories
during embolization

e Presence of end arteries leading directly to cranial nerves

o Presence of arteries supplying the lesion not large enough to accept LC Bead
Microspheres and Bead Block™ Compressible Microspheres

e Vascular resistance peripheral to the feeding arteries precluding passage of LC
Bead Microspheres and Bead Block™ Compressible Microspheres into the lesion

¢ Do not use LC Bead Microspheres and Bead Block™ Compressible
Microspheres in the following applications:

o Embolization of large diameter arteriovenous shunts (i.e. where the blood
does not pass through the arterial / capillary / venous transition but

directly from artery to vein

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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o The pulmonary arterial vasculature
o Use in any vasculature where the use of LC Bead Microspheres and Bead
Block™ Compressible Microspheres could pass directly into the internal

carotid artery or the above listed vessels.

5.2.4 Warnings
The Warning statement below is included in the LC Bead Microspheres and Bead
Block™ Compressible Microspheres Instructions for Use (see Section 7.0 — Device

Labeling)

“WARNING: Studies have shown that LC Bead Microspheres / Bead Block™
Compressible Microspheres do not form aggregates and, as a result, penetrate
deeper into the vasculature as compared to similarly sized PVA particles. Care
must be taken to choose a larger sized LC Bead/Bead Block Embolic Agent when
embolizing arteriovenous malformations with large shunts to avoid passage of the

particles into the pulmonary or coronary circulation.”

5.3 Device Operation

The method of application of LC Bead Microspheres and Bead Block™ Compressible
Microspheres and the predicate devices is the same. All devices are intended to be
delivered to selected sites through catheters with a diameter appropriate for the vascular
target and the size of the emboli. Accurate placement of all of the embolization devices is
assured through visualization of the embolization process using radiographic imaging. All
of the devices are mixed with a radio-opacity agent prior to injection to permit
visualization. LC Bead Microspheres and Bead Block™ Compressible Microspheres, like
the predicate device are available in a range of sizes to permit selection of the most

appropriate size for target vessels.

5.4 Device Manufacturing

The manufacturing process used by Biocompatibles UK Ltd. is nearly identical to the
processes used by BioCure, Inc. as described in K 042231 and K023089.
Biocompatibles purchased the rights to LC Bead Embolic Agent in September of 2003. A

copy of the letter of accession to use K023089 is attached in Appendix I.

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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5.4.1 Manufacturing process

The water is specified as follows
¢ Endotoxin

e Bioburden

Figure 5-5 A schematic of the water purification system used in manufacturing LC Bead
and Bead Block™

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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The manufacturing process of LC Bead and Bead Block™ consists of essentially

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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An outline of the synthetic pathway of LC Bead and Bead Block™ is provided in
K023089 along with a tabulated summary of the individual materials used in production
and their role in the synthetic process. The general chemical characteristics of each
material is presented below. All chemicals are used as received after incoming

inspection.

5.4.1.1 R macromer synthesis (step 1)
Polyvinyl alcohol (PVA) (Figure 5-6) is widely used industrial and medical polymer. The

applications of PVA are as diverse as clothing fibers, thickening agents, emulsion

stabilizers and wet adhesives to embolic agents and contact lenses

Figure 5-6 Chemical structure of PVA

PVA is a water soluble polymer made from the polymerization of vinyl acetate monomers.
Polyvinyl acetate is very hydrophobic and therefore not water soluble. Alcoholysis or
saponification of the polyvinyl acetate in ethanol or methanol with a alkaline or acidic
catalyst causes cleavage of the pendant acetate groups to form pendant hydroxyl groups
resulting in the formation of PVA (ref. Billmyer, p.391-5) Typically some acetate groups
remain on the PVA chain. PVA can be purchased in a wide variety of molecular weights

and acetate content.

This water solubility and the presence of pendant hydroxyl groups offers the flexibility for
a wide range of modifications, example hydrophobic modification with butyraldehyde for
the production of safety glass (ref. Billmyer, p.391-5) or the addition of monomers to form
water soluble polymerisable PVA macromers for manufacturing hydrogel contact lens
(Muller B. Crosslinked Polymers, US 5,932,674. 1999). Embolic agents have also been
prepared with PVA by crosslinking the pendant hydroxyl groups with gluteraldehyde to

J

form tough, water insoluble particles (Billmeyer, F.W. Jr; ‘Textbook of Polymer Science’,

John Wiley & Son, Inc. Singapore, 1984)

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.



Records processed undelBeadkBlockandsb.Gdbeadby CDRH on 04-11-2016. Page 30 of 120

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.




Records processed undelBeadkBlockandsb.Gdbeadby CDRH on 04-11-2016. Page 39 of 120

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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5.4.1.8 Sterilization

LC Bead and Bead Block™ are labeled as “Sterile”. SAL is 10° and in accordance with
AAMI/ANSI/ISO 11134: Sterilization of health care products-Requirements for validation
and routine control-Industrial moist heat sterilization, 2ed.. Sterilization is performed in

accordance with EN 554: Sterilization of Medical Devices — validation and Routine

Control of Sterilization by Moist Heat I

The data on validation of sterilization cycles used for LC Bead and Bead Block™ is on
file at Biocompatibles UK Ltd.

The certification that sterilization is in accordance with the recognized standards is

included in Section 3.0 .

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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5.4.1.10 Pyrogenicity

LC Bead and Bead Block™ are labeled as “Non-Pyrogenic”. Pyrogenicity and presence
of endotoxins are determined using the Kinetic-Chromogenic LAL method. Endotoxin
testing is performed by Lonza (formally Cambrex), Belgium. Test methods are validated
by Lonza. Each lot of LC Bead and/or Bead Block™ is tested to meet the requirement of
<0.06 EU/ML in accordance with the requirements of the FDA 1987 Guidance Document:
Guideline on Validation of Limulus Amebocyte Lysate Test as an End Product Endotoxin

Test for Human and Animal Parenteral Drugs, Biological Products and Medical Devices.

5.5 Packaging Materials
5.5.1 Vial Description

The vials used with LC Bead are 10ml made of borosilicate clear_

5.56.2 Syringe Description

The syringes used with Bead Block™ are 20ml with clear polycarbonate barrel and

colored polycarbonate plunger and white printing of graduation marks. _

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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5.5.3 External Packaging

5.5.3.1 External Packaging for Vials

Vials containing LC Bead are packaged in a cardboard box. There is no sterile barrier
between the box and the outside surface of the vial. Package labeling is provided in

section 7.0 of this pre-market notification.

5.5.3.2 External Packaging for Syringes
Syringes containing Bead Block™ are packaged in a molded polycarbonate tray with
Tyvek® lid stock. The syringe and contents are sterile. The Tyvek® lid stock serves as a

sterile barrier. Package labeling is provided in section 7.0 of this pre-market notification.

5.6 Device Interfaces

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.



Records processed undelBeadkBlockandsb.Gdbeadby CDRH on 04-11-2016. Page 47 of 120

6 Device Modifications & Comparative Information

6.1 Predicate Devices
510(k) Numbers and Product Codes of Equivalent Devices
BioCure, Inc,
GelSpheres Microspheres Embolic Agent
510K Number: #K023089
Product Code: HCG/KRD
CFR Section: 882.5950

Biocompatibles, UK Ltd.,

LC Bead Microspheres

Bead Block™ Compressible Microspheres
510K Number: #K033761

Product Code: HCG/KRD

CFR Section: 882.5950

Biocompatibles, UK Ltd.,
LC Bead Microspheres

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Bead Block™ Compressible Microspheres
510K Number: #K042231

Product Code: HCG

CFR Section: 882.5950

6.2 Discussion of Similarities and Differences between LC Bead and predicate
devices

6.2.1 Indications for Use

LC Bead Microspheres Embolic Agent, and Bead Block™ have the same indications for

use.

........ Embolic Agent is intended for embolization of hypervascular tumors and

arteriovenous malformations."

6.2.2 Target Population

The clinical application of LC Bead Microspheres, Bead Block™ Compressible
Microspheres and the predicate devices is the same, treatment of hypervascular tumors
and arteriovenous malformations (AVM’s). LC Bead/Bead Block and the predicate
devices are intended to be delivered to selected sites through catheters with a diameter
appropriate for the vascular target and the size of the emboli. Accurate placement of all
of all embolic agents is assured through visualization of the embolization process using
radiographic imaging. Both LC Bead, Bead Block™ and the predicate devices are mixed
with a radio opaque contrast agent prior to injection to permit visualization. LC Bead,
Bead Block™ and the predicate devices are available in a range of sizes to permit
selection of the most appropriate size for target vessels. LC Bead, Bead Block™ and the

predicate devices are intended for single use and are supplied sterile and non-Pyrogenic.

6.2.3 Product Labeling
The Labeling for LC Bead and Bead Block™ is included in Section 7.0 of this pre-market
notification. The Labeling is unchanged from K033761. Indications, warnings and

contraindications for LC Bead/Bead Block™ is the same as for the predicate devices.

6.2.4 Packaging

LC Bead and Bead Block™ are supplied in glass vials and syringes respectively, there

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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are no changes to package materials. The same packaging processes and equipment

are used as the predicates.

6.2.5 Technical Characteristics

Technical characteristic and specifications are identical to the predicate devices.

6.2.6 Physical Characteristics

Physical and chemical characteristics are identical to the predicate devices.

6.2.6.1 Catheter Delivery
Catheter delivery performance is unchanged from K042231 and K033761

6.2.7 Performance Testing

FDA published Special controls for Neurological Embolization devices in February 2004.
LC Bead and Bead Block™ compressible Microspheres conform to these requirements
(see design controls — Section 8.0 and appendices with Validation data referenced to
K042231, K023089 & K042231)

6.2.8 Safety Characteristics
The technical characteristics (physical characteristics, biocompatibility, sterility,
endotoxin, etc) are the same for LC Bead and Bead Block™ with the predicate devices.

No new characteristics are added with LC Bead or Bead Block™ which would have an

effect on product safety, effectiveness or the ability of the product to meet the relevant
standards or specifications as in K042231, K023098 and K033761.

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Bead Block™

LC Bead Microspheres
&

GelSpheres Embolic

GelSpheres Embolic
Agent — S Series

LC Bead Microspheres LC Bead Microspheres Compressible Bead Block™ Agent - V Series (K023089)
UB Series VE Series Microspheres Compressible (K023089) (K033761) (Bead
(New) (New) EB Series Microspheres (K033761) Block)
(New) UB Series (K042231) (K042231) (Bead
(K042231) Block)
Devi Calibrated microspheres Calibrated microspheres Calibrated microspheres Calibrated microspheres Calibrated microspheres . Calibrated
evice for embolization for embolization for embolization for embolization for embolization mlcrosphergs for
Description embolization
Undyed Blue dyed Blue Dyed Undyed Blue Dyed Blue Dved
ue Dye
Guidance For Industry; Guidance For Industry; Guidance For Industry; Guidance For Industry; Guidance For Industry; Guidance For
2004: FDA Guidance for | 2004: FDA Guidance for | 2004: FDA Guidance for | 2004: FDA Guidance for | 2000: FDA Guidance for Industry; 2000: FDA
Neurological Neurological Neurological Neurological Neurological Guidance for
Embolization Products Embolization Products Embolization Products Embolization Products Embolization Products Neurological
ISO/EN 10993-1; 1997 ISO/EN 10993-1; 1997 ISO/EN 10993-1; 1997 ISO/EN 10993-1; 1997 ISO/EN 10993-1; 1997 Embolization
Biological Evaluation of Biological Evaluation of Biological Evaluation of Biological Evaluation of Biological Evaluation of Products
Medical Devices, Part I: Medical Devices, Part I: Medical Devices, Part I: Medical Devices, Part I: Medical Devices, Part I: ISO/EN 10993-1;
Evaluation and Testing Evaluation and Testing Evaluation and Testing Evaluation and Testing Evaluation and Testing 1997 Biological
ISO/EN 10993-3; 1993 ISO/EN 10993-3; 1993 ISO/EN 10993-3; 1993 ISO/EN 10993-3; 1993 ISO/EN 10993-3; 1993 | Evaluation of Medical
Biological Evaluation of Biological Evaluation of Biological Evaluation of Biological Evaluation of Biological Evaluation of Devices, Part I:
Medical Devices, Part 3: | Medical Devices, Part 3: | Medical Devices, Part 3: | Medical Devices, Part 3: | Medical Devices, Part 3: Evaluation and
Tests for genotoxicity, Tests for genotoxicity, Tests for genotoxicity, Tests for genotoxicity, Tests for genotoxicity, Testing
carcinogenicity and carcinogenicity and carcinogenicity and carcinogenicity and carcinogenicity and ISO/EN 10993-3;
Safety reproductive toxicity. reproductive toxicity. reproductive toxicity. reproductive toxicity. reproductive toxicity. 1993 Biological
Evaluation of Medical

& Standards

ISO/EN 10993-4; 1993

Biological Evaluation of

Medical Devices, Part 4:
Selection of tests for
interaction with blood.

ISO/EN 10993-5; 1993
Biological Evaluation of
Medical Devices, Part 5:
Tests for In Vitro
Cytotoxicity

ISO/EN 10993-6; 1995
Biological Evaluation of
Medical Devices, Part 6:
Test for local effects after
implantation.

ISO/EN 10993-4; 1993

Biological Evaluation of

Medical Devices, Part 4:
Selection of tests for
interaction with blood.

ISO/EN 10993-5; 1993
Biological Evaluation of
Medical Devices, Part 5:
Tests for In Vitro
Cytotoxicity

ISO/EN 10993-6; 1995
Biological Evaluation of
Medical Devices, Part 6:
Test for local effects after
implantation.

ISO/EN 10993-4; 1993

Biological Evaluation of

Medical Devices, Part 4:
Selection of tests for
interaction with blood.

ISO/EN 10993-5; 1993
Biological Evaluation of
Medical Devices, Part 5:
Tests for In Vitro
Cytotoxicity
ISO/EN 10993-6; 1995
Biological Evaluation of
Medical Devices, Part 6:
Test for local effects
after implantation.

ISO/EN 10993-4; 1993

Biological Evaluation of

Medical Devices, Part 4:
Selection of tests for
interaction with blood.

ISO/EN 10993-5; 1993
Biological Evaluation of
Medical Devices, Part 5:
Tests for In Vitro
Cytotoxicity
ISO/EN 10993-6; 1995
Biological Evaluation of
Medical Devices, Part 6:
Test for local effects after
implantation.

ISO/EN 10993-4; 1993

Biological Evaluation of

Medical Devices, Part 4:
Selection of tests for
interaction with blood.

ISO/EN 10993-5; 1993
Biological Evaluation of
Medical Devices, Part 5:
Tests for In Vitro
Cytotoxicity

ISO/EN 10993-6; 1995
Biological Evaluation of
Medical Devices, Part 6:
Test for local effects after
implantation.

Devices, Part 3: Tests
for genotoxicity,
carcinogenicity and
reproductive toxicity.

ISO/EN 10993-4;
1993 Biological
Evaluation of Medical
Devices, Part 4:
Selection of tests for
interaction with blood.

ISO/EN 10993-5;
1993 Biological
Evaluation of Medical
Devices, Part 5: Tests

Questions? Contact FDA/CDRH/Bio©omiratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Bead Block™

LC Bead Microspheres
&

GelSpheres Embolic

GelSpheres Embolic
Agent — S Series

LC Bead Microspheres LC Bead Microspheres Compressible Bead Block™ Agent -V Series (K023089)
UB Series VE Series Microspheres Compressible (K023089) (K033761) (Bead
(New) (New) EB Series Microspheres (K033761) Block)
(New) UB Series (K042231) (K042231) (Bead
(K042231) Block)
ISO/EN 10993-10; 1995 | ISO/EN 10993-10; 1995 | ISO/EN 10993-10; 1995 | ISO/EN 10993-10; 1995 | ISO/EN 10993-10; 1995 Cf)?/;cirt‘o\)f:gtoy

Biological Evaluation of
Medical Devices, Part 10:
Tests for Irritation and
Sensitization.

ISO/EN 10993-11; 1993
Biological Evaluation of
Medical Devices, Part 11:
Tests for Systemic
Toxicity.

ISO/EN 11607; 1997 —
Packaging for terminally
sterilized products.

AAMI 11134; 1993 —
Sterilization of Health
Care Products —
Requirements for
validation and routine
control — Industrial moist
heat sterilization 2™
edition.

ANSI/AAMI/ISO 14937,
2000 — Sterilization of
Health Care Products —
Characterization of a
Sterilizing Agent and the
Development, Validation
and Routine Control of a
Sterilization Process for
Medical Devices.

EN 554: Sterilization of
Medical Devices —
validation and Routine
Control of Sterilization by
Moist Heat

Biological Evaluation of
Medical Devices, Part 10:
Tests for Irritation and
Sensitization.

ISO/EN 10993-11; 1993
Biological Evaluation of
Medical Devices, Part 11:
Tests for Systemic
Toxicity.

ISO/EN 11607; 1997 —
Packaging for terminally
sterilized products.

AAMI 11134; 1993 —
Sterilization of Health
Care Products —
Requirements for
validation and routine
control — Industrial moist
heat sterilization 2™
edition.

ANSI/AAMI/ISO 14937;
2000 — Sterilization of
Health Care Products —
Characterization of a
Sterilizing Agent and the
Development, Validation
and Routine Control of a
Sterilization Process for
Medical Devices.

EN 554: Sterilization of
Medical Devices —
validation and Routine
Control of Sterilization by
Moist Heat

Biological Evaluation of
Medical Devices, Part 10:
Tests for Irritation and
Sensitization.

ISO/EN 10993-11; 1993
Biological Evaluation of
Medical Devices, Part 11:
Tests for Systemic
Toxicity.

ISO/EN 11607; 1997 —
Packaging for terminally
sterilized products.

AAMI 11134; 1993 —
Sterilization of Health
Care Products —
Requirements for
validation and routine
control — Industrial moist
heat sterilization 2™
edition.

ANSI/AAMI/ISO 14937;
2000 — Sterilization of
Health Care Products —
Characterization of a
Sterilizing Agent and the
Development, Validation
and Routine Control of a
Sterilization Process for
Medical Devices.

EN 554: Sterilization of
Medical Devices —
validation and Routine
Control of Sterilization by
Moist Heat

Biological Evaluation of
Medical Devices, Part 10:
Tests for Irritation and
Sensitization.

ISO/EN 10993-11; 1993
Biological Evaluation of
Medical Devices, Part 11:
Tests for Systemic
Toxicity.

ISO/EN 11607; 1997 —
Packaging for terminally
sterilized products.

AAMI 11134; 1993 —
Sterilization of Health
Care Products —
Requirements for
validation and routine
control — Industrial moist
heat sterilization 2™
edition.

ANSI/AAMI/ISO 14937;
2000 — Sterilization of
Health Care Products —
Characterization of a
Sterilizing Agent and the
Development, Validation
and Routine Control of a
Sterilization Process for
Medical Devices.

EN 554: Sterilization of
Medical Devices —
validation and Routine
Control of Sterilization by
Moist Heat

Biological Evaluation of
Medical Devices, Part 10:
Tests for Irritation and
Sensitization.

ISO/EN 10993-11; 1993
Biological Evaluation of
Medical Devices, Part 11:
Tests for Systemic
Toxicity.

ISO/EN 11607; 1997 —
Packaging for terminally
sterilized products.

AAMI 11134; 1993 —
Sterilization of Health
Care Products —
Requirements for
validation and routine
control — Industrial moist
heat sterilization 2™
edition.

ANSI/AAMI/ISO 14937;
2000 — Sterilization of
Health Care Products —
Characterization of a
Sterilizing Agent and the
Development, Validation
and Routine Control of a
Sterilization Process for
Medical Devices.

EN 554: Sterilization of
Medical Devices —
validation and Routine
Control of Sterilization by
Moist Heat

ISO/EN 10993-6;
1995 Biological
Evaluation of Medical
Devices, Part 6: Test
for local effects after
implantation.

ISO/EN 10993-10;
1995 Biological
Evaluation of Medical
Devices, Part 10:
Tests for Irritation and
Sensitization.

ISO/EN 10993-11;
1993 Biological
Evaluation of Medical
Devices, Part 11:
Tests for Systemic
Toxicity.

AAMI 11134; 1993 -
Sterilization of Health
Care Products —
Requirements for
validation and routine
control — Industrial
moist heat
sterilization 2™
edition.

Questions? Contact FDA/CDRH/Bio©omiratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Bead Block™

LC Bead Microspheres
&

GelSpheres Embolic

GelSpheres Embolic
Agent — S Series

LC Bead Microspheres LC Bead Microspheres Compressible Bead Block™ Agent -V Series (K023089)
UB Series VE Series Microspheres Compressible (K023089) (K033761) (Bead
(New) (New) EB Series Microspheres (K033761) Block)
(New) UB Series (K042231) (K042231) (Bead
(K042231) Block)

Indications for|

"LC Bead and Bead
Block™ Compressible
Microspheres is intended
for embolization of

"LC Bead and Bead
Block™ Compressible
Microspheres is intended
for embolization of

"LC Bead and Bead
Block™ Compressible
Microspheres is intended
for embolization of

"LC Bead and Bead
Block™ Compressible
Microspheres is intended
for embolization of

"LC Bead and Bead
Block™ Compressible
Microspheres is intended
for embolization of

"LC Bead and Bead
Block™ Compressible
Microspheres is
intended for

Use embolization of
hypervascular tumors hypervascular tumors hypervascular tumors hypervascular tumors hypervascular tumors
. ; : ; . hypervascular tumors
and arteriovenous and arteriovenous and arteriovenous and arteriovenous and arteriovenous .
malformations." malformations." malformations." malformations." malformations." and arteriovenous
: : : : ' malformations."
Expiration 2 years 2 years 2 years 2 years 2 years 1 year
Size Range 5 size ranges up to 5 size ranges up to 5 size ranges up to 5 size ranges up to 5 size ranges up to 5 size ranges up to
9 1200um 1200um 1200um 1200um 1200um 1200um
Sterility SAL 10°; Steam SAL 10°; Steam SAL 10°; Steam SAL 10°; Steam SAL 10°; Steam SAL 10°; Steam
Packaging Vial, non sterile package Vial, non sterile package Syringe, sterile package Vial, non sterile package | Vial, non sterile package Syringe, sterile

package

Composition

PVA, buffered Saline

PVA, Reactive Blue Dye
#4, buffered Saline

PVA, Reactive Blue Dye
#4, buffered Saline

PVA, buffered Saline

PVA, Reactive Blue Dye
#4, buffered Saline

PVA, Reactive Blue
Dye #4, buffered
Saline

USE Single Use Only Single Use Only Single Use Only Single Use Only Single Use Only Single Use Only
?we;;‘rlmig Intravascular catheter Intravascular catheter Intravascular catheter Intravascular catheter Intravascular catheter Intravascular catheter

Questions? Contact FDA/CDRH/Bio©omiratibiessUKUEIda.hhs.gov or call 301-796-8118.
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7 Labeling

The labeling for LC Bead Microspheres and Bead Block™ Compressible Microspheres
labeling are updated to reflect proprietary name changes which were made to

differentiate the different versions of the products.

Other than cosmetic changes and model numbers there are no differences from the
labeling provided in K042231 and K033761.

Sample labels for all versions of LC Bead and Bead Block are on the pages which follow.
7.1 Package Labels

7.1.1 Labeling for LC Bead
Vial Label

REF

L@ead" ‘%

wosoopm [~ A®) .. A

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Carton Label

ngecd"

Low Compression Mierospheres

100-300pm
2ml beads In saline

ngecd"

Low Compression Microspheres

300-500pm
2ml beads In saline

CALITION:

Patient Label

Low Compression Microgspheres

S500-700 pm
2ml beads in saline

Liblﬁ-

Ri
n-:-‘f {.El]ﬂﬂi ChN 62

L%eod "

Lew Compression
Microspheres

100-300pm

Biocompatibles

Questions? Contact FDA/CDRH/Bio©omipratibiassUKUE&Ida.hhs.gov or call 301-796-8118.

L%eod "

Low Compression
Micrespheres

500-700pm CNDO306.1

L%ecd "

Lew Compression
Microspheres

300-500pm

Biocompatibles

REF

CND0305.1

Page 54 of 120

Biocompatibles
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7.1.2 Labeling for Bead Block

Syringe Label

-
Beu@lﬂﬂ" Vol %»:2 BEGQ@'IGW
REF E' i,
LOT =]
100-300 pm AG § 300-500 pm
[

00F -0

Bec{lahl:l(" vl

500-700 pm 700-900 pm

o
=
i
«©
E‘
&

BeadBlock | Vo

REF
LOT

900-1200 um &®

07e-0

pergwanlile norptess

Biocompatibles

Questions? Contact FDA/CDRH/Bio©omipratibiassUKUE&Ida.hhs.gov or call 301-796-8118.



Records processed undelBeadkBlockandsb.Gdbeadby CDRH on 04-11-2016. Page 56 of 120

Patient Label

oo = 5 T
| ot e () 55 -l
| 100-300 um 8 B B
L """"""""""""""""" 2 2
S e e 4 = =

—f,

( e E'\ T
s i 4 4
100-300 um 8 3 :

\1\-“,.--“: --------------------- v :// =

Biocompatibles
CNGC0S. |

CROOCEN 1

Biocompatibles

|

Ed
-
=
3
-
z
z
£

CNODOTY Y

Biocompatibles

Questions? Contact FDA/CDRH/Bio©omipratibiassUKUE&Ida.hhs.gov or call 301-796-8118.
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Single Carton Label

- = 2
Bead Elocl Bead Block Bead Block
e i s .
hﬁlhd S]rringa ;r\e-Fllln.d 5.yrlngn Plﬂ-Fll.ll;d ﬁringu
100-300 pm 300-500 um 500-T00 um
Vol
REF

-
-| (C€oose) /A, [sTemiel] @ C€ooss) A, [FeRiel @ (C€onas] A @

2% 411 2% 41 2% .4

100-300 pm

B Block™
aa:'o

GHOCOZ20, 1
|

BeadBlock Bead Block
© [ )

Pre-Filled S.vrllngn Pre-Filled Syringe
wm 900-1200 um

1 Unit / Box 1 Unit / Box

[CEpoag] A [sTERLE] @)

i Y

700-900 um

ngdéihn_;ii'
CHOB023,1

Questions? Contact FDA/CDRH/Bio©omipratibiassUKUE&Ida.hhs.gov or call 301-796-8118.
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10-Pack Label

I~

-
BeadoB!BI:d

Pre-Filled Syringes
100-300 um

10 Uits / Box

Biocompatibles

.

Beaddﬂ!u{?if

i ile mdcrosph g

Pre-Filled Syringes

300-500 um
10 Undts f Box

Béacjoﬁiﬂl:l{

Pre-Filled s.rriﬁ;;u
500-700 pm

10 Wnits / Bax

Vol

REF

[tot]

-
[CEoose) A Eremcel @
d

W

C€ooss) M [sTERIE]] (@)

2% a0

CHO0031.1
oy

BeadBlock
\.o ”

Pl‘t.l.t.ll;ld B:.rrllﬁglu
700-900 um

10 Unite / Box

Biocompatibles

CHOO03.1

Beaé oﬁluck

Pn-Fllind Syringes
900-1200 pum

10 Units | Beox

Biocompatibles

CHODOEZ 1

[C€ooms] A [EmErLEl] @

[CEoose] A [sTemnell @)

2% .1

Biocompatibles

2%

CHODO34. 1

Biocompatibles

CHOD035 1

Questions? Contact FDA/CDRH/Bio©omipratibiassUKUE&Ida.hhs.gov or call 301-796-8118.
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7.2 Instructions For Use
7.21 IFU for LC Bead

LC Bead™ Embolic Agent
INSTRU CTIONS FOR USE

STERILE
SIMNGLE USE ONLY
W PYROGEMIC

Saerilined by sbeam
D st it [ Phr Pt LY cperdsl’ o v

DESCRIFTION:

LC Bead comprise s range of hydroged mboospheres that ane
biocompatible, hydrophilic, noaresorbablie and precisely calibeated.
LT Bead migospheres are produced from polyvinyl sliohol med are
avuilable in the following size mnges:

LT Ll Colod
100 — 300 Wellow
B0 — B0 i Blue
00 — T Hed
700 - SO0 i Cireen
9040 — | 2040 Purple

PRESENTATION:

& Cilass vial of Lomd

o Blogped mealed by ah Sl T oD afilipped wilh § colided cip

#  Esch wial conlains apsproximately | mi or 2 ml of LC Bead in a
non-pyrogenic sterile physiological buffered saline.

- Esch val i amended For angle paben wse onlly, Do nol
reslen lise, Dhscard ey unused material

INTHCATINNS:

LC Besd meoropheres we inlanded 1 be usad for the emsbolizlion of
Brypervascy Bar lumors and ereriovensus maldformations (A VMs),

CLENICAL APPLECATIONS:

Thee sciontific literature provides eslmsive dotumentation of
ﬂ'nb-olﬂlm wmnj.lnm m,g awndk variety of armilical spants
bath wical s poniparal vasoslar svs indhading the beadl.
mecke, gpane. biver, peeniloursary rsl, l.ltﬂ.li. paerainesten| e
limbes sndd hangs. A representateve Bubliograghy s provided Tllowmng
Ehess; insructions fisr wic.

CONTRAINDICA THONS:

Palbenits inlolerant to coclusson procedures.

Vazoulr analomy - blood flow that precheces cathelor

placement o emboli i njection

Presonce or likely onsscl of vasospasm.

Presonce or likely on =cl of bemonbage

Presenie of severc athromantoes dcase.

Presance of Necding aterics smaller tham cdstal brasches from

which they emerge

Presanie of paten! extra-to-imiracranical snastomises of shunl s

Prescncs of collaterad vesscl pathways potentially endanpaing

nove ] tamitones darang embsolisstion

9. Preserce of emd sterses leading directly to cranial perves

10, Presence of mrieries the lesion mol lwge momgh 1o

nccepl LO Bemd microgpheres.

11,  Vasou'lar resistance peripheral to the feeding artenes prechading

passage of L& Bend miarosphuenes it o the lesion.

12, mmmummnuwmwlmm
Frotolution of bage damster storiovensus st (e whore the
Inksenl o5 e v Hherossghe ther artewsal g Bars vemesiss Imslion
b irwcily from sriery (o win

§i. The pulmosary mnerisd wasculbature,

B, Ay vasgulstere where e use of 1O Bead Embaolic Agent

Boimls

o8

could pas: direcily inlo Ehe isterml carolid wnery or mhe
abirve btead vessels

WARNING: Studbes. have shown that 1O Besd mborospheres do
nid Borm sgEregstes and, ms 8 resull, pendrate deeper Inio the
vasculature as compared (o dmilarly slzed FYA particles. Care
musd e taken to cheome @ larger sloed L Hestl Embolic Agent
wisem embollsing arieriovenous malformations with large shumis io
avod] passage of the micrespheres into the pulmomary or coronary
cireulstion.

The color of the LC Bead microspheres ooukl bee vislbbe thromgh
e skl iF Enjectod Inta arterbes feeding siperflclal thasee

CAUTIONS;

Ll D med s 11 tee- visd o packaging appear damagesd

& Sierile and sngle use prodea, Do nol reis

®  Secloct b sirg and quantity of L. Boad microspheres approprialc
o thee pathology 1o betreated

+ Embolisstion with LT Bead micospheres should only be
pafomed by physicians who bave reccived appropriate
interventional osoclusion ruimimg i he negion intaeded to be
ambolised.

CALTIRN:
Federal (USA) law wesiriols this device 1o sbe by or on oander of &
plry sbclian.

FOTENTIAL COMPLICATIONS:

1. Undesirmble reflax or passage of LC Bead microspheres inio
nommal arenics adacent o the largeted lesion or Swough she
besion im0 other arteries or arterial beds, such us the ntermal
carotid mrery, pulmonary, of coronary ciroulations

I Fulmomay motelistion,

3. Ischemia ot an umdesirabele location.

4. Capilley bol saturation and lissug demage.

8 Ischsemic droke of [schsemic imfarciiom,

L] Wessel of kesion miphire and hemsarhage.

T Meurolomial deficils meluding eranml serve palsses.

8 Visespasm

9, Death,

10, Recansbrestion

11. Foreign body reactions necessitating medical imlervention,

12, Inmfecison: necessitaling meedical Eterveniion

13, Chot formation al the tp of te catholor and sebeoqueent
didodgement.

CONSERVATHN AND STORAGE:

® Lthdmiamsmhmhlm.&ymdﬁ
pace in s origimal packaging.

»  Ulse by thie date endcated om the- vial Babsel

*  Donot frocee.

INSTRUCTICNS FOR USE:

¢  Carelally evaluste the vasculss network sssocialed with Ehe
besion wwimg high reselstion Emaging prior 1o beginning whe
embolisalion procedure.

L] L.C Beesed microsphenes arc svailable in a mange of sires. Carc

chould e taken o oot the pgeojenie dre LC Bewd

g that best dics B hology (s I
mrgpelvessel sre) mdprmrsmwﬂmmlmm

+  When ambolisng ariaiovenous malformations., choose a pantick
sire Bl will occhede the nidos withost passing through the
AVM

¢«  Choose m delivery catholer based on the size of the target vessel
L.C Bead microspheres cm iolemie temporary compression of
0% b0 0P in order 1o ficilitete pasage tirough tee delivery
catheter.

L Imtreslics the dellivery catheter o the 1argel vessel accerding 1o
srandard 1echnupsss, Posation the cathesier Tip as Chisg 58 possalrde
b the irestment sie fo wvold insdvartent occlesion of nomal
vessls

CHO0IES ]

Questions? Contact FDA/CDRH/Bio©omipratibiassUKUE&Ida.hhs.gov or call 301-796-8118.
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* L Besd microspleres are ned 1N is rece dhed
be manitor e embolimbon under l:ummﬂt vimalization by
adkding the desired amount of contrad medum o the pRyvdclomic
appen s fud.

T deliver LT Bead i crospheres,

*  Afber shaking the bottle contsining the L.C Dead, dilute them wiith
oombras medium ather in a metallic' deniess sed cup or directly
ine the vial M!nnu_mmlmdmdh
i croeph in de
during infection. Dvaw the LC Hldlnhlmm!uﬂnl!d’:
dxe greaber than of cqual by 19 gaiige (1.07 ). Slewly injed
L Basd imlo the ddivery coleiler uncir  Nuoressogic
i alipation widlle cherving the contrast fow rate, 17Shefe s no
alfed oo 1he How rabe, choose & larger microgheae s and
repenl the delivery process Exedse conservalive justssen in
determining (he embliretion sndpoist

L M:deﬂhwm remave the calbsder while
anilai iy nxcSion so0 a5 nof 1o dislodge LC Bead
sl ergspheges dill within the eathster lumen.
= Deowrd iy open, mnused L Bead in the Yial,

FACEAGE LABEL:D

Calalogue number

Bk sk /LA fidvkesf

® i
& Aleninon s Efrodsans for une
g Use beforsExpery
il

"'ZL Fritet Brom gt
[ ]
" M

f Frotack from mes ey
J D ol e

o
REFERENCES:

1 Alup A, Obborm ¥ Endovasube Serapy of cmnl reveus srsem
by Wasraurg Ol gl NoAe, 503 S0.55, 1938

1 Agara A, Tamuscs CH, Wallios 5 Beuwroendocrne fumours metsstgic be
e lorer Viooulr coclusion Srpy.  Awy ST Acod Sy THI 475407,
Sep 1

1 Bewgeo B, Lasest A, Wassed M o 2l Tryescry] gebidin mucrosphers: Sor
Srargpams anbolesion, I Fre clarwral o Ahalion € YO
el aAanoereris mallomnabiea AMPE 17 541588 Raech 1554

4 Bandezur M, Elm B, borger B, o al Efficecy of trescry] peletn
macropheres md pobrnplaloohol (FVA) paticls m the precpentve
arblailion ol BEApaThl Trasaiad & the ASHRE T FEST]
MBestargg, helay 17-29, 15058

3 CEwmmegens) O, Willsce 3 Trnscathes segonal Svragy of axtresdy
bamaur n Paphen| Vesobr nlavarbs

Clouse ME Hepabic artary a=bolinbion for blesdmg and bamoars Sug
i A, R 1PN Apr 1R

Derdyn C, Gewes, W, Salired M, Fappe A Collagen-couted seryl
foroghee for anbolaberagy [n o md @ i durschirahes
AN 19087 6, Agnd 1777,

Dwrmkis & wdovwoule Senpy of ntwowusl | atbesoraou
malommabms mabawl and bedmiques Neucesgring Tl @' N As,
BEA0L-434, 1908

Encrraeyn OF, Eade 8, Baws CA, Pays O Ouitrosibetoal bledng
Tressmenl wilh garrcabatnal arbenal ambolashion Rosial, |BEREH RS
508, My 1992

Frzoel BT, Fuher W Cure, morbedsty and sortaliy asmcted with
embokiawn of bin sbmosmout calfomation: A rvew of 1388
polvents n 32 serves ower i Hpear penod Newronwg ¥4 10311040,
Dz 0555

Laurerk &, Beaupsux B, Wiasel b, o 6l Tnascrd pelatn mecroapheres for

thempatic asbdisatm, | Developmant nd = vitre sralistion. ANES

1T SR 40 bolarch | fed

Bz BC. Trasscalatar cochmson of sipune] ensayoly el pebvs: atenes

In Pergleral Vasodes literverton

Bendmas ML Elen B Buger B ot of Efficecy of rwmeryl gelem
w vass polyrmyl akdhel paricler o the precpmtes

smbcikzation < menen pomas ANE. 3100 295-161, Febe 2000

atents

S 5,583, 1463

US 6,652,583

US 6,676,971
Culer patlents pendmg

Manufactered by
Hlocompa ilbles Uk Linlied
Chapman Howse
Fasmham Busine=s Park
Weydon Lane
Famham
Swmey  GUSSOL
Unitec] Kingdom

Tel: =44 (0H125E 732 732

Fax= +44 (01252 732 777
hinpwww biocompalibies_com

CHEDI6S.1
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.2 IFU for Bead Block

STzRILE - SMGLE LSE ONLY - HON-PYROGENIC
Start e by weam
Do net uge i the package b opened oo damaged

DESCRIFTION:
Bl Block: comprkes a range of bypdrogel mososphess that a2 bicoon patible,
tydeaphile, nonmeorbabils and precsely calbated. Bead Block micscoohens a8
produced from polpsnygl abohal anc are avadable inhe dollowing size mnges

Size Lzl Codour
|y

100 — 30} prm el
00— 500 o Ehs
Sily — T Fezd
Ty — ) g fraen
GO0 1200 m Fumle
PRESENTATION:
Syringe
* Spingeef W m.

» Syptinigeis presested in a steibe, sealed pre-fomned Tyeoek® ped-semy ray
with a labed ecdeuned 1o dencae the speciic size rmge.

» Eachi syrings containg approsimately 1 mler 2 mlof Bead Black
micrasphenes innon-pyogenic, derile, physiclogial bulleed salire. Tozal

vl

umecf saline and Bead Block microspacices is approximately 5 nl.

= Each syinge is ntended for sirghe patien: use onl. Da not resterilise.
Discard any wnuzed matrial.

N
Baad

CHCATIONS:
Bt microapheres e imtendad 10 be wsed Ao the emboliation of

hypenasailar tumours anc arteriownous walformations LiMAs),

CLINICAL APPLICATIONS:

T scientifi lieribure provides ek nsive deourrentation of emboliztion
mocedures using o vide variety of utilicial agents in beth reurclogicad and
eriphera vascula: systems, incloding the head, nece, spine, beer, geritourinay

bact,

utens;, gastrointestinal spsten, limbs and lungs. A 1ep esentative

tiblingraphy is provided Solowang fese insmation: for use,

CONTRAINDICATIONS:

|
2

s S

b

13.

. Patents intderant 12 occlusbn proceduwss,

Vaecular anatony o blood Fow that prachuds catheter placenent or
embali injection,

Presence o ibely omet of weospasn,

Presence o Nkely on set of Biemmrhags

Prisanie ol tevere stharomsbos dasse,

Presence of feeding arteries smaller han distl branches from which
they smama.

Presence of patent extra-to-ntracranial ansstomasss ar shuats
Presence of collateral vessel pathwens potendially enchngering nomal
seritones during embolisation

Presence ol end arteies leading diretly to canial newes.

. Preence of artenes supphing the keion not Broa eraugh to socept

Bead Elock micr ospher s,

. Wascular resistance periphenal o the feeding arteries precluding passage

of Jead Block micrempher e into the lesion.

Dot use Baad Black microspbaresin the following applications:

i Erbsclisation of large diameter arterioverows shents fie. where the
hikcecsd chars not pass through the areraldapillayfenmes tansition
but directly fromastery to wen,

i, The pulnenary artenial vasulatur,

i Ay vasulatuse whese the wse of Bead Black Embolic Ageat could

pases direcdly inito the irermal carosd antens o the above |21ed
wiesseh,

WARNING: Studies have shewn that Bead Black microspheres do
nat form aggregates and. a3 a result, penetrate deepaer into the
vaseulature a3 campared ta similarly sized PYA particles, Care
must be tak en to choase a larger sized Bzad Block Embolic Agent
whem embofizing arteriowenous malformation: with large shunts 10
avaid passage of the microspheres into the pulmonary or caronary
circmlation.

The calour of the Bead Block micrespheres could be visible through
the shin if injected into arteries feeding superficial tismes,

CAUTIONS:

® Domod e i the syringe or packaging appear damaged.

w Snerile and singhe e produc Do not jease,

# Select the size and quantity of Bead Block miciospheres appropria te for the
pathakogy %o be treated.

* Embolisation with Bead Block micrerphene s shoul® ondy be performed by
phyicians who have receheed appecpaiabe interventional occlusion: training in
the region i ntended 10 be embalsed,

CAUTION:
Federal {(USA} |aw restricts this device to sale by or on

order of a physician.

POTENTIAL COMPLICATIGNS:

1. Usdsinable reflus o passaqe of Besd Block miciospheeres ito sormal
arteries adjacent 1o the targeted lesion o theough the lesion into athe
arteries oo arteial beds, such as the intemal canotid antery, pu bmonary,
o coronary creulsions,

Pulmanary ambalisation,

Bechairnis at an undeirsbls ocation.

Capdla ry bed saturatican and tissue damage.

chagmnic stk or mdhaemic infarction.

Wessal wor besion upsure and hasmorthags,
Heurclogical desficits imcluding cranial merve pialsies.

Vasospeasm.

[Dzath,

1 Recanalisation

11, Foreign body reactions: necessi tating medical i ntenventtion,

12, Infection necessitating medicall intarension

13, Clotformation at the tip of the catheter and subsequent diskod gement.

COMNSERVATION AN D STORAGE:

» Boad Block micmsphenes must be stored im a cool, drg and dark place inits
original packaging,

# Lsz- by the st indicated on the syrings label,

* Do mos freeze,

D e

INSTRUCTIONS FOR USE:

w Canehully ewshiate the vasoular network associaned with dee kesion using Figh
reschation imagisg por 1 beginning the embolisation procedure

& Deaed Blaek micivepheiss srs svailable s 4 range of tie Care theuld be
takimn Lo chaccae the appropriste sdze Bead Block micrcaphese that best
miatches the pathl egy (& vazulan targetFvessel sice) and provides the
desired clinical sutcome.

= Whan embolising a eriovsncus malomat ions, chocss a particls size that
will oochads the nidhes withaut pazsing thicush the sy,

w Choode a delivery catheter based con the size of the trget viesel. Bead

Questions? Contact FDA/CDRH/Bio©omipratibiassUKUE&Ida.hhs.gov or call 301-796-8118.
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Block microspleres can clesale temponany comp=son of 20% 10 20% in
order 1o facditale passage through the del ey cath etes.

w Intrcsdhuzg the ddivery catheser isto the tamat vesel accoding to tandard
technigues. Posfion the catheter ip a5 cose as possible t the tretment
site 1o avokd inadvertent oochsion of romnal vessek

* Bead Bock mkosphere are not edio-opague, B b reconmendsd o
mvceninon the ernbolbsanion under fuorosogic viuslssmon sy adding the
desired amountaf conbisa mediim o the physioogic sussansion Tuid,

TO DELIVER BEAL BLOCK MICROSPHERES.
Fre-Filled Syringe:

o Dirctly asprate 5 ml of conrast medium into the syrings to cotzin
anapproinata 5% contran snd approom e 50% sakne schetion
wiz, Remove al alrfrom the syringe To evesly suspand the Bead
Black micrespheresioontrastsoluton qently et the 20 ml gringe
several times, Amad the 20l syrings o one pom ol the luerbck
Foway stopoock: and, # deshied, & debeny cathetar may be artached
w0 Fe remaning part om the stopods. Waitseveral minuiss b
allews thz Bzad Blod: mni orosoberes o aspend propedy. Draw the
e Bk micr osqen es/contrast soution ing the ingcion arings
shevely anedl Zemly ve minimize the povential of inroduing air oo the
sydem Puge all air from the spsten prios 1€ injection. Inject the Besd
Black micnasphenesiontrast soutiorbom the irjection syringe under
fhweoscopik: wisuslistion wing a sl pulsaz b actior, while cheening
the contras: flow e [F there is no sffea on the o rate, resear the
dekeery process with sdditimal injedions of Jead Block micraphenes!
coalrast solution arlamger sismd Bead Block miciosphenes maybe
cmmzdered, Hthe Bead Blod micogshesesiontrast solution equires
re-spenson, genty invert he 200 ml spings several imes, Ereecise
et |udijensnt inodztemineg the enbolsation endpoint.

& Upan corpletion of the trastmest, ramess the cathets wiile mantaiing
gerla ckion 52 as notho dislocgs Bead Block miaosphass sbill within tha
aathets lumen.

 Diescand any open, unusad Bead Blodk mimosphenss n the Pee-Filld Syringe

PACKAGE LABEL:

REF = czaogue mrks o =l beforeltapiry
LOT | = Batch numbailot nunbsr -J;*' Pegragt frorr Bght
@ = [t reuse ﬂfl-hmﬁwrrmstﬁ

& = Attention sew instrucions for e ’I"- Do nct frosse

- Mean Sherilsed

REFERENCES:

Ahuja &, Gikbons E: Indovasndar theapy of cantral nereus sytem
furcwrs. Meurcsurg Cin of b m, 5037 S40-54, 109,

Ajani i, Camasoo CH, Willae 5 Newroend ooine tunivers mestanic 1o
the e Vastalar sedirsson theaapy. hon WY Lead o, 233 47407,
S 1904,

Bejous B, Lawwent 4, Wassed 1M et ab Tnzaeny] gelmtinmicrosphenes o
therapeutic embolication, 11 Prelimirury dnical evalustion in umaws
and arteriowenous maformations. &INK, 17: 541548 March 1996,

Beadszus M Klein B, Bueges ), 2t al: Fficacy of trisscny gelatin
ickcrspheres ard poypvenylalohel IPWA] partdes in the prespeatve
embabzatior of mennglomas Presenied 21 the ASHE 26th Arnaal
Mesting, May 17-21, 1956

Chamsangae C, Welace 5 Fanscatheter regisnal the apy of sdremitg
tunewes. e Periphel Vasouar Intrenten.

Chowse: ME - Hepalic artery emboliation for Besding and sumcars. Seng
ChiaM Am, 6202 210437, Jpe 1080,

Dranderyn £, Grareess, ¥, Salamat M, Rappe A: Collagan-ccated acnlic
rrbiacephezres tor embokiderapy: In i aad i it cheescterkics. AURA,
18:Rd7-653, Apel 1597,

Drervzikis W ridowasaular thevapy of intracranid aimerivenous
rnal imations: mateiak and vechnige:s. Meucimaging Clhin ol N am,
HIL401-429, 1808,

Ercamacion CE, Kadr 5, Bear C&, Pagne C5: Rastroinkestinal

bkading: Treatment with gaskointestnal areral e mboization, Radial,
183 20505308, May 1992,

. Frizoeld BT, Freher Wik Cure, mrbidiny and motality assaciated with

embobzatior of brair setenoessous malometions: b ssew of 12456
paents in 32 serkes wer a Yipear penodl Mesrosurg, 381 1031
104, Dec 1395,

. Lawenit &, Basujeus 1, Wassed M, e d: Trisacr] gelatinmicrosphenes fo

therspeutic embolization, |: Developrient and & wie aabsation.
AR 1521540, Karch 198

. B 50 Tramscatheter ooduson of inured extemity aud pebicansries,

Irv: Feriphara Vasoula Infervension

. Beadsus M Kleis B Bueges b < 2l Hiicagy of risaay gelatn

rinacesphere versu s 30 hevind aloohol parsdies in the peoperatie
embolizatior of menngiomas AR, 1102):25-261, b 2000
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8.3 Verification Activities
As of the date of filing this pre-market notification all verification and validation activities

have been completed.

Tests to confirm conformance with ISO/EN standards are conducted by outside test
laboratories recognized by an ISO Notified Body, using protocols defined by those test

labs.

Verification and Validation activities for both LC Bead and Bead Block™ have been

substantially completed as appropriate in accordance with the verification and validation

8.3.1 Specific Verification and Validation Activities

8.3.1.1 Biocompatibility

The biocompatibility testing listed in Table 8-4 provides a summary of the testing
performed in KO23089, as the processes are unchanged from K042231, K 033761 and
K023089, and product specifications are unchanged, no additional biocompatibility

testing was necessary:

Biocompatibility Test Pass/Fail
Genotoxicity: In Vitro Chromosomal Aberration Study in Mammalian Cells Pass
Mouse Bone Marrow Micronucleus Study Pass
In Vitro Hemolysis Study (Modified ASTM-Direct Contact Method) Pass
ISO Muscle Implantation Study in the Rabbit Pass
Cytotoxicity Study using the ISO Elution Method Pass
ISO Sensitization Study in the Guinea Pig Pass
ISO Acute Intracutaneous Reactivity Study in the Rabbit Pass
Chronic Toxicity Study in the Rat following Subcutaneous Implantation (13 weeks) Pass
Subchronic Intravenous Toxicity Study in the Rat (14 day, saline extract) Pass
Genotoxicity: Bacterial Reverse Mutation Study Pass
ISO Acute Systemic Toxicity Study in the Mouse (liquid/chemical) Pass
ISO Surgical Muscle Implantation in the Rabbit (26 weeks) Pass

Table 8-4 Biocompatibility testing summary

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.




Records processed undelBeadkBlockandsb.Gdbeadby CDRH on 04-11-2016. Page 93 of 120

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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8.3.1.2 Process verification

Biocompatibles UK Ltd., conducted process verification and validation in accordance

with a series of written protocols (see K042231). _

Questions? Contact FDA/CDRH/BioSomratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/Bio©omiratibiessUKUEIda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/Bio©omiratibiessUKUEIda.hhs.gov or call 301-796-8118.
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8.3.1.3 Stability

8.3.1.4 Package Integrity

8.3.1.5 Sterility

LC Bead Embolic Agent are validated as “Sterile”. SAL is 10° and in accordance with
AAMI/ANSI/ISO 11134: Sterilization of health care products-Requirements for
validation and routine control-Industrial moist heat sterilization, 2ed.. Sterilization is

performed in accordance with EN 554: Sterilization of Medical Devices — validation

and Routine Control of Sterilization by Moist Heat. _

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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8.3.1.6 Pyrogenicity
LC Bead and Bead Block™ are validated to be “Non-Pyrogenic” to an end product
endotoxin level of <0.06 EU/ML

8.4 Identification of Changes made to Device Master Record

8.5 Design Review

A Design Review was conducted as required in the Design Control procedure and
signed-off by the designated individuals (See K042231).

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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10 Appendix Il - FDA Form(s) FDA- 3654

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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10.1 FDA 3654 I1SO 10993 -1

Fom Approved: OME ko 00100130 Expiration Date: 8731010

Desparirnend of Healh and Human Sarvices
Food and Dnug Administration
STANDARDS DATA REPORT FOR 510(k)s
{Ta be filled in by applicant)
This repart ard the Summary Report Table are 1o be cormplated by the applicant wisen submitling a ETI]I:Il_I- 1hed rabar-
ances a national o inlermational ﬂalidard A separate report is rquired for sach standard raferenced in the 510(k).
TYPE OF 510(K] SLUAMIZSION -
W Tradional | Epacial | Abbrastaind

STANDWRD TITLE '
1SCUEN 1WFEE-1; 1997 Binkopical Evaluation of Medical Devices, Pari 1: Evaluation and Testing {now 2035

FPlaase answer the following quesiions s Mo
I5 his standard recognized By FOBTT .. s i e s s st siensreoesreres. B L
LN EDRCO e N I . i i i e R R R e s s e e s 244 -
Was a lhird uam- Iﬂ‘aﬂrainrg.r mpnm.ueh:mung mnrnrmulymm dervice bo this slandard identilied _
i AHE STOKIT o = N - .| Ll
=& aurnmury mm*dawrhng the extanl of conformance of the slandard usad includad in the Z :
BA0K)2 . SR i R G S e N R R e D ™ Ll
1 n, cumpﬂam a simmary mp-url table

Dioes the test data far this device demonstrate n::m!umﬂy o the mqulrermarnla of this standard as &

periaing bo thes devioe? ... R

Dienas Fhis standard include acoeptancg GEBHAT ..o essoene 1 O
i nio, Include the rasulbs of testing in the S10(k).

Does this standerd include moe than ane oplion ar Selection af lBEET i L] 7|
if was, report cptions sefacied in the summary maport iebe.

Ware thera any dewalions or adagtations made in e use of the standsd? ... L] ¥
If yes, were devialions in acoordance wilh the FOW supplemental infarmation sheel {SIS)5F ... L] |
Wern dedations or adaptations made beyond what is specified in the FOB SIST ... L i
If was. report these deviations of adapialions in the summary regart lable.

‘are there any exclusions from the standard? | e s S e B s e Mt L) |

Il'yes, repart hese axclusions in the summary rupur‘l I:ahln

la thera an FOA guidance” that is associated with thas SIBnaRT T ... e e e e eres Lﬂ'
If yos, was the guidance document followed in preparation of this STO0R? ... ¥l ]

Tille of guidance: Required Biocompatibility Trainieg snd Toxlesbagy Profiles for Evaluatian of Medical Devices May |, 1

T formiailing comvention ior Tw Bk b [S00] [numens: idenifiar] carHication body Imetved in conlormance sssesarmant i e
o of andand] (dow of pubiaton] standand, The aummary repoet i on sl

3 dhority [21 L5 G 360d). wwss P gowodrristd speosg e uliitrad denng thes dwsslopmant of the desics.

1 i e, e Lo 8 . Tida ; s | pr B Tha Siipbaimee il avkenmoton shoees (518 is addional imomstion
SEACT o wiveh i necdssary befors FOS eoogfized i standord. Found &l

4 Trar sumirery roprl should includn: any piapmions wed 1o doct RHpewy. necassdain fdn goaiecripisicirnioid nosdef Sandard e’
10 e disdon unier reviis [for ssrmpls, slierrainn Inel s L Em
choioes mpdo whis GpEMSs 0F a § Tz &l HIM B Ty ivling georoh for CORE Gudanos Dooenonis ein by bund ot
devaions from o siondand; mguramanes rl appioable mihe e [ goestod g Uid o frim|
e and tho rord and addredd of e Dadl Ldsoratoey or

FORM FOA 3654 (2707} Page 1 PR vy T

Questions? Contact FDA/CDRH/Bio©omiatibiesSUKUERIda.hhs.gov or call 301-796-8118.



Records processed undelBeadklockandsb.Gdbeadby CDRH on 04-11-2016. Page 103 of 120

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ISO/EN 10993-1; 1997 Biological Evaluation of Medical Devices, Part I: Evaluation and Testing (now 2003)

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?

6 Selection of tests VlYes [INo []NA
TYPE OF DEVIATION OR OPTION SELECTED *

tests were selected from Tables 1 and 2 as appropriate - referring to 10993 Parts-3,4,5,6,10 &11
DESCRIPTION

ISO 10993-1 is used for the selection of tests based on the device - appropriate tests were identified and selected.

JUSTIFICATION
Per the standard and advice from GLP lab used.

SECTION NUMBER | SECTION TITLE CONFORMANCE?
ClYes [iNo EINA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

B Yes *:J No D 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 “justifica-
tion” 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.

S,

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 (9/07) Page 2

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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10.2 FDA 3654 I1SO 10993-3

Forn Agproved: OWE ko, 0810-0120; Expiration Date: B340

Daapartrent 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 & 510(k) that refer-
ences a national or international standard. A separate raport is required for each standard referenced in the 510(k).
TYPE OF 510(K] SUBMISEION e
¥ Traditional 7] Special [ Abtreviated

STANDARD TITLE"

ISCNEN T0993-3; 19493 Rislogicn Evaluation of Medical Devices, Part 3: Tests for genastoxicity, carcinogenicity ... {now 2003)

Please answer the following guestions Yas M
I5 this standard recognized By FORET . eeceeeeeee s seeces seeesessessseemsonessseessessenssncmsasssenemrssemeeeess W1 Cl
Was a third parly laboratory responsibbe for lesting conformity of the device Lo this standard Identified

T BN o s oo 88 s i R e st R [
Is a summary report* describing the extent of conformance of tha standard used incleded in the

S100k)F e ¥ |
If no, complete a summary report table.

Does the lest data for this devica demonstrate conformity to the requirements of this standard as it

POMLRINE B0 IS OEVICET oo iouesiinssomisisninssmsis snnssstsis et f4amatisabntiinsnsasss 2o sas et s immsnt s sunsiadaitnaberoneeieiasi e ¥ O
Dioes this standard include acceplance CIILETIET ... ir s reees sy sons s smnns sasosssames sammns ron b O
If fia, include the resulls of testing in the 510(k).

Dioes this standard include more than one oplion or selection of SEET ... B [ |
If yes, report oplions selected in the summary repaort tabde.

Ware thara any deviations or adaptations made in the use of the standard? ... I 5]
If yess, were deviations in accordance with the FDA supplemental information sh.eet {5I5:|5'? e [0 O
Were deviations or adapiations made beyond what is specified inthe FDA SIST ... | [Z
If yes, report these devialions or adaptations in the summary report tabla.

VWere there any excluslons from the standard? A e s ) ¥
If yes, report these exclusions in the summary repcurt I.ab-‘e

Is there an FOM guidance® that is associated with this standard? ... W O
If yes, was the guidance document followed in preparation of this 510k7 .. Shnaaabdis W O

Title of guidance: Required Biocempatibility Training and Toxicology Profiles Fur Evalugtion of Medical Devices

! Tha formatting consanticn for the title s [S004 [romeris idenlifiar] cartilicalion body imolved in conformance assessmeant ke this
litks af standard] [date af publicabion] slandand, The summary report Includas Informalion on all standards
2 prthorily (29 LUS.CL 380d), weea e goscrtssdapiag, lml ulilized durng the development ol the devics.
I it ihwwes Becessdats Ba geeserplaied beldocs i Slandorss! * The supplemental informalion sheat {515) is additianal mfarmason
smarch. cim which & rsiaRsary befora FDA repogrezes the slardard, Found at
* The summary repart should inclure; ary Adapiasons (sad o adapl hitp:fwvrw. sccessdats. fda govlcriplatedmicidocs/cTStandands!
%0 Eha device undar rendew (1er Reample, aBarnatin el methods]; saarch.ctm
chaices meads when cotions o 8 ssieson of melhods srs descrigad & The anling saarch for CORH Guidance Dooumens can be lound &
erwiations from the standard; requiremnerts not spplizable fa the ‘v il gicdriviguidance. riml
dewice: and the name and addmss of the lesl Eboraiory or
FORM FDA 3654 {9.’0-'} F'EQEI 1 P Guphic WL AL ien BF

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ISO/EN 10993-3; 1993 Biological Evaluation of Medical Devices, Part 3: Tests for genotoxicity, carcinogenicity and reproductive

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?
4 Genotoxicity Testing ViYes [INo I JNA
TYPE OF DEVIATION OR OPTION SELECTED ¢

In Vitro Chromosomal Aberration in Mammalian Cells, Bacterial Reverse Mutation &Mouse Bone Marrow Micronucleus

DESCRIPTION

DNA effects, gene mutations and chromosomal aberrations - three tests - option is additional testing on failures

JUSTIFICATION
All tests were conducted and passed suggesting no further testing required

SECTION NUMBER SECTION TITLE CONFORMANCE?

5 Carcinogenicity testing lYes [INo WINA
TYPE OF DEVIATION OR OPTION SELECTED *

Not applicible

DESCRIPTION

results of tests in section 4 suggest no additional testing required

JUSTIFICATION

All normal results in genotoxicity testing. raw materials have no know carcingenicity risks.

SECTION NUMBER SECTION TITLE CONFORMANCE?

[3 Reproductive Toxicity tests Clyes [INo ¥NA
TYPE OF DEVIATION OR OPTION SELECTED *

None selected

DESCRIPTION
These tests for IUDs, contact with reproductive tissue - the device does not meet the crieteria for test in this section

JUSTIFICATION
Not applicable per the standard

* 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 “justifica-
tion” 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 (9/07) Page 2

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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10.3 FDA 3654 ISO 10993-4
(not listed in recognized standards — test are in compliance with Tripartite guidance
(1997)

Forrn Approved: OMEB Mo, 0910-01:30; Expiration Date: B3170

Departrment of Health and Human Services
Food and Drug Adrministration

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

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard, A separate report is required for each standard referenced in the 5100k}

TYPE OF 510(K) SUBMISSION ==
Traditianal | Sprecal [7] Abbroviatas
¥ p [

STANDARD TITLE'

ISOVEN LiMFIG-4; 1993 Biological Evaluation of Medical Dievices. Part 4: Selection of tests for interaction with blood. {now 2002}

Please answer the following guestions Yos Mo
Is this standard rE.«:ﬂgnimed T T SRRSO I [
FOWA RECOQIIIIN FILITIEEE D oo ssimers somersnns e aes a3 gt e e e ranr e # Mot Listed
Was a third party Ialm::.ramzurg..I mspans:tule for 1asl|ng mnfﬁn‘nlty of fhe device Lo this slandard identified

T i3 . [ A s o SR R e e R R e ] . R B

Is a summary reporl * describing the extent of conformance of the standard used included in the
T e e R e SR R AP e e SR il [zl
If mo, complete a summary report table.

Dioes tha tast data for this device demonstrate Dunl’urmity to the requirements of this standard as it

Pertaing to this dEvIEeT ..ot s e : ] [
Does this standard inclede acceplance CrtERIET ... it e s e srmmee emes seme smene s ] ]
If i, include the resulls of testing in the 510(k).

Does this standard include more than one oplion or selection of tests? . Cl [¥]
If yas, report oplions selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? .. R I ¥
If yes, were devialions in a-;:mrdanca with the FOR supplemental information sheet {SIS:ﬁ" et | O
Were devialions or adaplations made beyond what is specified in the FDA SIS ..o |l o
If yas, raport these deviations or adaptations in the summary report table.

Were there any exciusions from e SLANGARET ... i i s s e L &
If yes, report these exclusions in the summary repanta!:uIe

I there an FDA guidance® that is associated with this standard? ..o e W O
If yes, was the guidance document followed in preparation of this 510K? ..o 0 |

Title of guidance; Required Riocompatibility Training and Toxicology Profiles for Evaluation of Medical Devices

' The Tofnasting cormaenlion Sor the Lite & (SO0 [numeric identfier] cerification body imvofved in conformance assessmenl $a this
[tz of slandard) [date of pubicabon] atandard. The aurrmary repar includes information an all slardands
& pusnarity [21 U.S.C 360d), wwwfda.govebdsidsarog. haml utiized during the development of the devce.
* Fill o Afwemw. spcessdala fda qoviscriolsicorhichdoes icfStandards’ E The supplemendal infarmation sheaet (S15) s agdf@onal informalion
search.oim which is mecessary balots FO8 fecogrizes the standamd, Fourd af
4 Thia summary repert should indida: sy adapkalions umed & adapt httpelivwaw accessdata.fda goviscripls/cdrh/cidocsicf Slandards!
o e deice undes mevige (o axample, allernative lest methods); saarch.cim
clwicsa mads when oplions ar a ssiectlon of methods are describad, % The prfing sasrch for CORH Guidance Doouments can be faund at
deniations fram the standand; requiraments not applicabie 12 tha wiwva I gradedihpuEdance hind
davice; and tha name and addnaes of The eal Bhoraboey or
FORM FDA 3654 ‘H?J PEEE 1 P (ki (W01 4 BF

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REFORT TABLE

STANDARD TITLE =
Bialogical evaluation of medical devices, Part 4: Selection of tests for interactions with blood

CONFORMANGE WITH STANDARD SECTIONS®
SECTION NUMBER | SECTION TITLE COMFORMANGE?
6.3 Selection of tests Wives [mo [Iwe

TYPE QF DEVIATION QR OPTION SELECTED *

COrptions are 1- 5; Tahle 5 - Tests for Implant devices was selected
DESCRIPTION

the tables are designed for extemal contact devices, up to Implant devices

JUSTIFICATION
we selcted the most rigorous of the tests in this pert, snd as per the stondard wsed the able of wsts for implant devices,

SECTION NUMBER SECTION TITLE CONFORMAMNCET

Ives [Ime [l

TYFE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION MUMBER | SECTION TITLE | cONFORMANCE?
Clwes LlinNe TClwm

TYPE OF DEVIATION OR OPTION SELECTED®

DESCRIPTION

JUSTIFHCATION

* For completeness fist all sections of the standard and indicate whether confarmancs is mel. i a section = net applicable (MIA)
an explanation is nededed under “justilicalion,” Some standards include: oplions, so simitar bo deviations, he oplion chosen needs
t be described and adequately justified as appropriste for the subject device. Explanation of all deviations or description of
oplions salected whan following a standard is required under “type of deviation or oplion seleched” "description” and "justifica-
tion” on the report. More than one page may be necassary.

* Types of deviations can inclede an exclusion of a secton in the standard, & deviation brought out by the FDA supplemental
information sheet {£15), 3 deviation to adapt the standard to the device, or any adaptation of & section

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is cstimated to average | hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data necded, and
completing and reviewing the collection of information, Send comnments regarding this burden estimate or any other
aspect of this collection of information, including sugrestions for reducing this burden, 1o

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

A ggreney map nof conduct or spotisor, and a person i ot requived fo respond to, o colfection of information
sindess i displays a cwrrently valid QME congrol mimber

FORM FOA 3654 (9/07) Page 2

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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10.4 FDA 3654 1SO 10993-5

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

TYPE OF 510(K) SUBMISSION
/] Traditional [] special ] Abbreviated

STANDARD TITLE!

ISO 10993-5:1999, Biological evaluation of medical devices -- Part 5: Tests for In Vitro cytotoxicity

Please answer the following questions Yes No

Isithisistandard recognized by FDAZP. ... cisussrmsssmnsissimsissssisssisssasiassonissssnsssssrasseissansasssassaive ¥4 Ol

# 264

FDA Recognition number? ....

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I ENE BTO(K)? .o ee e e eaee s eeese e eee s eseeeeee s s e e seseseeeanseesaseseassansansaenaes [l

Is a summary report* describing the extent of conformance of the standard used included in the
BAO(K)? oo eeeeee e eee e e e ee e e e eee e e seeen e e e e e e ena e enaereanran s V4 O

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PETAINS 10 IS BVICE? ..ot e e eeesee e e s eeeeees e s essesse s seseseeass st ssnseeeseseseenasnssssnesssasesnaenas ¥4 J

&
O

Does this standard include acceptance Criteria? ...........cccceeiiiiiiieiiiie it
If no, include the results of testing in the 510(k).

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

Were there any deviations or adaptations made in the use of the standard?....................... ] ¥4
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)%? ... O O
Were deviations or adaptations made beyond what is specified in the FDA SIS?..........cccovceevvevveeeeenne O v
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? .............cccecoeieieeiiciieiccecce e O ¥4
If yes, report these exclusions in the summary report table.

Is there an FDA guidance® that is associated with this Standard?................cccc.cooeuevvereerrereenenns V] J
If yes, was the guidance document followed in preparation of this 510K? ...........ccccevveeeereennns 4] O

Title of guidance; Required Biocompatibility Training and Toxicology Profiles for Evaluation of Medical Devices

' 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://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ° The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/
to the device under review (for example, alternative test methods); b
choices made when options or a selection of methods are described; ¢ The online search for CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.gov/cdrh/guidance.html
device; and the name and address of the test laboratory or
FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443-1090  EF

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ISO 10993-5:1999, Biological evaluation of medical devices -- Part 5: Tests for In Vitro cytotoxicity

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?
4.1 Sample Preparation -> General MiYes [INo [INA
TYPE OF DEVIATION OR OPTION SELECTED ¢

Extracts only tested on microspheres, solution used as is.
DESCRIPTION
Choice of sample preparation dependant on solid/liquid form

JUSTIFICATION
Solid not possible to test directly

SECTION NUMBER SECTION TITLE CONFORMANCE?
422 Extraction Vehicle ViYes [INo [INA
TYPE OF DEVIATION OR OPTION SELECTED ¢

Culture medium with serum

DESCRIPTION
4.2.2 a) Culture Medium with serum

JUSTIFICATION

Simulates physiological conditions, most preferable conditions (NAMSA)

SECTION NUMBER SECTION TITLE CONFORMANCE?

423 Extraction Conditions ¥ Yes Fino Tlna

TYPE OF DEVIATION OR OPTION SELECTED *
24 hrs and (37 + 2)°C chosen

DESCRIPTION
Most relevant to test item and placement in body

JUSTIFICATION
Simulates physiological conditions, most preferable conditions (NAMSA). Extract serum cannot be used above 37°C (NAMSA)

* 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 “justifica-
tion” 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.
i —— S

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 (9/07) Page 2

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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10.5 FDA 3654 I1SO 10993-6

Form Approvad: OME Moo 0910-0120; Expimation Date: 8751/10

Department of Health and Human Services
Food and Drug Adrminisiration

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

This repart and the Summary Repaort Table are o be completed by the applicant whean submitting a 510(k) that refer-
gnces a national or intermational standard. A separate report is required for each standard referenced in the 5100k},

TYPE OF 510(K) SUBMISSION
] Tradional [ Spacial ] Abbeeviatad

STANDARD TITLE'
ISOVER 109956, I':'"?S Ij:ulugu,nl Evitluation of Medical Devices, Part 6 Test for local effects after implantation. (now 2007)

Pleaze answer Iﬁl ﬂ'r.i.l'mng questions Yes N
I5 this standard recagizead BY FOB 2T ..o aece resessseeessesessescss b sesssmes s sssesecss soestsonssssossisns W O
Was a third part:,l Izil:ll:.\l"z’tbctlr:,I ra-spunslhla for l.estlng E.unﬁ:rrrnrty of the device to this standard identified

inthe ST0(k)7 ... ¥ ]
|5 & summary I'Bp':ll't daﬁcnhmg the extant of conformance of the standard used incledad in the

If e, mmpleta a st.tmrmarg..I {egmrt Iatule

Does the test data for this device demonsirate mnfurrnll',r to the req,unrements of this standard as it

pertains to this devica? .. rrrenran e rr A eeer anrr  aner nrr e rrn I, E |_|
Does this standard include acceptAnCe CTlEMAT ... e s seessemne s sacee s aemn s e s ¥} [l
I na, include tha results of tasting in the 510{k).

Does this standard incude maore than one oplion of SEIRCHon of IBSIST ..o e ] |
If yes, raport options selected in the summary report table.

Wara there any deviations or adaptations made in the use of the standard? ... s ¥
If yes, were deviations in accordance with the FDA supplemental |n!-'|;|rrnal;||;hn sheql (EISJ“J‘ P, |
Were devialions or adaptations made beyond what is specified in the FODA SIS L I«
If yas, report these deviations or adaptations in the summary report table.

Wara thare any exclusions from the StENAERAT .. i e st mnr st ae s s em s e mmes eemeeanns | |
If yas, report these exclugions in the summary repnrl tahla

Is there an FOW guidance® that is associated with this standand? ... ssecssessiene 2] |:|
If yes, was the guidance document followed in preparation of this 51[!417 e - . b |

Tite of guidance: Kequired BIUO!Jm‘FIuII:tIIlI!'\-' Training and Toxu.-:r]ng} Pmlilm E:ur l‘\laluatmn of Medical Dm- ices

 The farmalirg cormertion far the e s (SO0 [rumesic identifiar] cartfication Dody imobked in conlanmantss aeseEsmant (o this
|tithe: of starcard] [dabe of pubkcason] slandard. The summary report noludes imormation on all slandards
! putharity [21 U.5.C. 360d], www fda.goviodiisidsprog nimi willzad dwing the devalapmant of the devdoe,
? hitp:wesnw. aocessdata (i, gowiscriptsdedimieisocsicSta naard sl B The supdlemenlal mformation shaet [S15] s addlicral infermalian
apareh clm which is nacessary bafore FOA rocognizas tha standand. Found a2
+ The summary raport should inciude: any adaptalions used o eoapt Hillp hwea aceesadata Tifa gowlsoriptslodrivefdocalef Standardsr
oy the dovina under review (for axampie. allernative besd mathods) irch gfw
choicas made whan apficas of 8 selecion of methods are described; & The orfina saarch for CORH Guidancs Documents can be found at
deviatiors fram the slandand; requaramenls nat appicabic o tha whan. T, goreiead ihiguisd aresa, hin|
devios; and tho name and addrass of The bess lBbartary o
FORM FDA 3654 (8T Pﬂ;ﬁ 1 P Grapdict 109 S8 ik EF

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ISCVEN 106%93-6; 1995 Biological Evaluation of Medical Devices, Past &; Test for local effects after implaniation.

CONFORMAMCE WITH STANDARD SECTIONS*
SECTHOM MUMEBER SECTION TITLE CONFORMAMNCE?
53 Test Perinds Plves [Ime [imma
TYFE OF DEVIATION OR OFTION SELECTED * =
Foabbit 2 weeks, Robbit 26 week muscle implantations , Rat |3 week subcutancows implantation
DESCRIFTION
Choice of timepoints based on text.

JUSTIFICATION
Rat and rabbit chosen as standard species for evaluating polymer materials {MAMSA Justification)

SECTION MUMBER SECTION TITLE CONFORMARCET

54 Surgery and Testing conditions ¥lves Clne [ wa
TYPE OF DEVIATION DR OFTION SELECTED *

Muscle implumation ( Appendix C) snd subeutaneous (Appendix B)

DESCRIPTION ) )

Choice of type of implam

JUSTIFICATION
MNAMSEA Justification, Rabbit Muscle implant for Polymers, Rat subcutaneouws toxicity data

SECTION NUMBER | SECTION TITLE CONFORMANCE?
Clves [Tne T wa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIFTION

JUSTIFICATION

® For complelensss list all sections of the standard and indicate whathar conformanca is met. if a section is nat applicable (Mi&)
an explanathon is needed under “justification” Some standands inclede oplions, S0 similar o deviations, the option chosen needs
1o be described and adequately justiied as approgiate Tor the subject device. Explanation of all deviations or description of
oplions selected when following a standard is required under “type of deviation or option selected,” *descriplion” and “jusiifica-
fion™ on the report. More than one page may be necessary.

* Typis of daviations can include an exclusion of a section in the standard, a deviation brought out by the FDNM supplemental
infor mation aheet (318), & deviation to adag! the Mandard 1o the devies, or any adaptation of a aaction.

e —— ——

Paperwork Reduoctlon Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, scarching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden cstimate or any other
aspect of this collection of information, including suggestions for reducing this burden, 10

Center for Devices and Rsdrobogical Health
1350 Plecard Drive
Rockwville, MI>» 20850

Am agency may nof conduct oF sponser, atd a person is noel reguired o resposd fo, a eollection of infermation
umiess Ir dlsplavs a eurrently valid (OB conired number

FORM FDA 3654 (9/07) Page 2

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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10.6 FDA 3654 I1SO 10993-10

Form Approved; CME ko, 0910-0120; Expiration Dete: B/31/10

Depariment of Haalth and Human Services
Food and Drug Administration

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

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or Intematicnal standard. A separa‘te repurrl is reqmred for each standard refarencad in the S10(k).

| TYPE OF 5104K) SUBMISSION
] Tradwicnal [] Specia [T] bbresiated

STAMDARD TITLE'

ISOEN 10993-10; 1995 Biological Evaluation of Medical Devices, Part 10: Tests for Irvitation and Sensitization. (updated 20023

Please answer the following questions Yas Mo

I5 this standard recognized By FOB T ..o s s s sscsssssssmeesss ssessesssssmssseecee D L]
i

FD& Recognition number? ...

Was a third par'l'y' labnrat-nq'y respnnsmla far ta-stmge mnfﬂrn‘ut;.- of the device to this standard identified

i the S10(k)? ........ [

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

B O o i e s e e sy EO

If mo, complete a s-ummary repart tabla.

Does the test data for this device demonstrate conformity to the requiraments of this standard as it
PEFIRING 10 THIS GBVICET ©1..iiuiiisitiiies bt ia et ssas b eamie e seseibs s s oe s b b ns s et aeb bbbt st a0 ¥

&
O

Does this standard include ACceptante SHIBEIAT ... seeers i ssset s smesss s sas s sassmerres
If no, include the results of testing in the S10(k).

o
]

Does this standard include more than one oplion or selection of tasts? e
If yes, report options selecited in the surmmary report tabla.

Weara thara any daviations or adaptations made in the use of the standard? ..
If yes, were deviations in accordance with the FDA supplemental Inl‘ormatﬂ.‘:n sheet {3'3:5 f P

Were deviations or adaptations made beyond whal is specified in the FOA SIS? .
If yas, report these deviations or adaptations in the summary report table.

a| Oojoo
N| N|OW

Were there any exclusions from the standand? ...t e
If yes, report these exclugions in the summary mpurl tahla

Iz thare an FDA guidance® thal is associated with this standard? ..o
If yes, was the guidance document followed in praparation of this Emk'? e Ry

Tithe of gukdance: Required Biocompatibility Training and Toxicology Profiles for Evaluation of Medical Devices

HE
d

1 The fleemalting cormantion far U e jg: [S00] [numeric identifier] certficatian body imvahwed in canformance assessment o this
|bte of standard] [data ol publcation] slandard. The sumemary raper incudes infarmalion on all stendands
! Pty (21 ULS.C. 3606], www, Ma.gowcdrhistdsprog, heml utilizac dunng the caveiapment of the cevice.
1 hep:iwan accessdata fda gowscripesiodriictid ooslelStardards) " The supplameantal information shaal (315) ia sddilianal irformalicn
search.clm which I5 nacsesary bafers FD& racngntzas the stardard. Faund at

4 The summary repart should inclisda: any adaptations used to adapl hinp: Feran. acces sdala fda poviscrlptes'cdrhicldocalcMSandards)

I th chinvics Lndier review (Tor emample, starnalive lesl methods); sarchui
choices made whan aptons or 3 seleciion of methods ane desoribied; S Tha onling seanch for CORH Guidancs Dociaments can be ound &
deviations from the stardard; requiremsants nol appicate t the wwnw fda. govledrhiguidance. kimi
thzvice;, and Lhe nome and address of the st labonatory or
FORM FDA 3654 [EH?J P'aga 1 P Oy W1 - EF

Questions? Contact FDA/CDRH/BEoSomiratibiessSUKUEIda.hhs.gov or call 301-796-8118.
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ISO/EN 10993-10; 1995 Biological Evaluation of Medical Devices, Part 10: Tests for Irritation and Sensitization. (updated 2002)

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?
6.4 Human Skin Irritation test M Yes [INo [ INA
TYPE OF DEVIATION OR OPTION SELECTED ¢

Not carried out on human subjects

DESCRIPTION

Human exposure

JUSTIFICATION

Human exposure considered to be very low due to device nature.

SECTION NUMBER SECTION TITLE CONFORMANCE?

7 Delayed Hypersensitivity Tests Mives [INo LINA

TYPE OF DEVIATION OR OPTION SELECTED *

Not carried out

DESCRIPTION
Single chemical skin sensitization potential

JUSTIFICATION

Implanted device, adverse effects evaluated through subcutaneous and long term implantations.

SECTION NUMBER | SECTION TITLE CONFORMANCE?
Tlves Clno Tna

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 “justifica-
tion” 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.
s i e

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 (9/07) Page 2

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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10.7 FDA 3654 1SO 10993-11

Form Approved: OMB Mo 0910-0120. Expiration Data: B0

Department of Haalth and Human Services
Food and Drug Adminlstration

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

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

TYPE OF 510(K) SUBMISEION
W Traditianal [] Bpaciat [] Abteyviatad

ETANDARD TITLE
ISIVEM 10993-11; 1993 Biological Evaluation of Medical Devices, Part 11: Tests for Systemic Toxicity (wpdated 2006)

Please answer the following questions Yos Mo
I5 this standard recognized BY FORZT o i eeseesemec s e i, " ]
F O OO RO T TIDEET .. ioriiiiiaii tanans anncnmunsaisi i 1 aidsanamusasinsbis i3+t aat s uouds i meSunaFrs v AN wm e SRR RRE PR § 2-18 (2006)

Was a third party Ial:rm‘amry m&pmsuble rnrtastmg mnmrm:ty of the device 1o this standard identified
in tha ST0(K)? ..o, s SO SUO A ]

|5 & summary report? dascrihlng the extent of conformance of the standard used included In the
BAOKY oo i v Al | 1
If no, mmpﬁet& a summary r&p-m't lal:ule

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

D V00 R BTN T i i .o i e N e [+ ]
Does this standard iNCIUde SCCEPTANCE CABFIAT .ccvi i iesisecesssisssssis s sssssssssssessessss s 1 msnms L ]
If no, incluede the results of testing in tha 510(k).

Does this standard include mare than one option or selection of teB1S? ... oy Ll
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, ware deviations in accordance with the FOW supplemental information sheet (SI1S)57 B L1
Were deviations or adaptations made beyond what is specified in the FDA SIS? .. O i
If yas, report these deviations or adaptations in the summary report table.

Were there any exclusions from the SEANEETT ... s s s reesses e es ] ¥
If yes, reporl these exclusions in the summary report table.

I thare an FDA guidance® that is associated with this Standard? ... il |
If yes, was the guidance document followed in preparation of this 510k ..o W ]

Title of guidance: Required Biocompatibility Training and Toxicology Profiles for Evaluation of Medical Devices

' Tha formatting cormeantion foe e tille is: [SDO] [numeric dentifiar] ceriification bady imsalved in conformance assessment ko this
[t aof standard] [date of pulbdication) standard. The summary report includes informalion an all standands
* Aushority [#1 ULS.C 360d], www Ta,gosicdriiasdaprog himl utlized durng the development of the deviee.
T hetpethamewe aooessdata. dda, govisonptsledrhicfid oosic Standands’ " The ziipplemental infarmabon aheal (SIS 18 addilenal Information
search.oim which is necassary before FDW recognizes ihe siandard. Found al
#The sUmmary rapart should incuda: any adaptations used fo adagt hipeitesww. aocesedata. fda.goviscriptsdcdhicfdocaic Stardard s/
1 the destcn undaer e’ (fof example, alermative test methods); sparch.gim
choices made whan opfions or & selection of methods are descrbed: B The online search for CORH Guidance Doouments can be found ol
deviations from the slandard; requiremsamis not apphcabie & tha warw. fda gavicdrhiguidance . bimi
device; and the name and addrass of tha fesl labaralong o
FQRH Fm 35‘5‘ {'B.I'ﬂ?} F'aw 1 PRI (raphaa i 18 | 40 OF

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ISOVEN 10993-11; 1993 Rialogical Evaluation of Medical Devices, Part 11: Tests for Systemic Toxicity (updated 2006)

CONFORMANCE WITH STAHDI.RIJ_SEETFDH?

SECTION NUMBER SECTION TITLE | CONFORMANCE?

42 Selection of Animal Species Mives [INo [ ]wa
TYPE OF DEVIATION OR OPTION SELECTED* T

Rat and Mouse models chosen

DESCRIPTION )

Choice of animals

| JUSTIFICATION . T e ] T
Mouse and Rat prefered species for IV/P (NAMSA and Standard)

SECTION NUMBER SECTION TITLE CONFORMANCE?

4.5.1 Size of Groups Mivas Tme [ na
TYPE OF DEVIATION OR OFTION SELECTED * - '
Subchronic Bat: 10 of each sex, Acutle Mouse: 5 1P & 51V roules single sex

Choice of numbers and sex

JUSTIFICATION
As per standarad Table 1

SECTHON NUMEBER [ SECTION TITLE | CONFORMANCE?
& | Repeated Exposure Clves Clwe
TYPE QF DEVIATION OR OPTION SELECTED *

Mot Carried out

DESCRIPTION

Repeated dose studies

JUSTIFICATION
13 week chronic toxicity carried out following subculanecus implanation as device is an implant.

] min

* Far compleleness sl all sections of the standard and indicata whather conformance is met. If 8 section is not applicable (MN/A)
an axplanafion is needed under *justification” Some standards include options, so similar to deviations, the option chosen neads
o be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard ks required under “type of deviation or option salected” “description” and “justifica-
tian® an the reporl. Maore than one page may be necessary.

* Types of deviations can inclede an exciusion of @ section in the standard, a deviation brought out by the FD& supplemental
information sheet (515). a deviallon o adapl the slandard to the device, or any adapiatian of a seetion.

-~_-_-P-P.eeeee—— — —

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated w average | hour per response, including the
time for reviewing inatrictions, 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 Divive
Rockville, MDD 20850
An agency way wol condue! or sponsor, and a persen is nof reguired to respond fa, a callection of informaiion
widess 1 displayvs a corrently valid OME control number,

FORM FDA 3654 [(9/07) Page Z

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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10.8 FDA 3654 I1SO 11607

Farm Approved: OMB No. 0970-0120; Expiraticn Data: 831010

Department of Health and Heman Services
Focd and Drug Administratian
STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Report Table are to ba completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510{k).
TYPE OF 510{K) SUBMISSION T

¥ Traditional ["] Special | Abbreviated

STANDARD TITLE "
S0 11607-1:2003, Packoging for terminally sterilized medical devices (updated 2006)

Please answer the following questions Yes No

|5 this standar recognized By FOAET e ceecorics e sessissmsssmissemsiesssns sssssessssssssmssiesmseeionns 1 (|
FLA RacoanBon MU o immssmis i s e e R s Vo S A R A gla-19s
'I.|'|I'EIE a third p.ﬂrl'y' IEbﬂl’El‘t{!lr‘y naspnnsabm for testing conformity of the device to this standard identified

Is & summary report* describing the extent of conformance of the standard used included in the
S D e L e e e e et e R 1 |
If mo, complete a summary report table.

Does the test data for this device demonstrate n:;:::urm::nrn*LIt;r to the mqulmm&nis of this standard as it

pertaing to this device? ..o - eereeree e eeeeeemeeeeees ] ]
Does this standard include acceptance criteria? ......oeeeceesnn. ¥ 1
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of teS187 e, O g
If yes, report options salected in the summary repart table.

Ware there any deviations or adaptations made in the use of the standard? ... S I ¥l
If yes, wera deviations in accordanca with the FDA supplemantal information shaet tSIS]-‘"-‘-‘ .............. O O
Were deviations or adaptations made beyond what is specified in the FOA SIST s ¥l
If yes, report these deviations or adaptations in the summary report table.,

Wera there any exclusions from the Standard? ... s s O 1
If yes, report these exclusions in the summary report table.

i= thare an FDA guidance® thal is associaled with this standard? .. ; O
If yes, was the guidance document followed in preparation of this 510K ... i

Title of guidance; Premarket notification [$10{k}] submissions for medical sterilization pu‘;}mghlg systems in health care fac

' The formatting corsanton for tha 1ig |5; [S00] [numeric identifar] caritfication body imvolund in conformance assessmént o Lhis
|btks of standard] [dase of pubdcation] standard. Tha summary reporl includes infarmation on all stardards
2 pushority |21 LS. 360d], www fda.govicdristdsprog html wtiized during the developmenl of the device.
1 hatpeiherwwaocessdata_fda. govisorplsiodrhicidoosiciStandands! * Ther supplemental inlerrmation sheal (SI5) is pddtional infrmaton
sparch ofm which is necessary before FOA recognizes the standan. Found Bt
* The summary repart showd include: any adaplations used 1o adeot hilp: (iwwew Accasacata. e, govtscriptaicamicitocs/aiStandards.
10 the Bevice undar review (for axempia, altermative fest methods) e
«choioes made whan cpliens ar @ salncion of methods are dascribed; ¥ Tha anline search for CORH Guidanse Documents can ba fourd at
dervialions from lhe slandard; reguirements nol apolicabin o the warw. fda. gowiedrh/guidance. himl
dherdica; amd the nama and addrass of the les) @baratory or
FORM FDA 3654 (9/07) Page 1 P Chdghaca (01} 211080 EF

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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10.9 FDA 3654 AAMI 11134

(note — at the time of original 510K filings, AAMI 11134 was a recognized standard. It was removed from
the list assumed to be pending recognition of new standard. The device was certified to conform to the
recognized standards in effect at the time of filing. All new validations conform to the appropriate ISO
standard in effect at the time of validation)

Form: Approwad: OB Ho CE10-0120; Expiration Dabe: 81D

Department of Health and Hurman Services
Food and Drug Administration

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

Thizs report and the Summary Report Tabde are o be completed by the applicant when submitting a 510{k) that refer-
ences a national or internaticnal ﬂandard A separate report is raquuad for eal;.'h standard referanced i the 510(k)

TYPE OF B10jK) SLBMESION &
] Traditicnal [] &peciai [[] Abbreviaied

ETAaNOARD TITLE !

IS0 1134 1093 — Serilization of Health Care Products — Requirements for validation and routine control (updated TS0 17665-1)

Pilease answer the fallowing guestions Yis Mo
15 this standard recognizad by FOAZT it s ]
A Y NI TTEMYFRAT™ . o s e i i s W e i A A f (remaved SUK}

Was a third party Iabclrah:rry respongite for mg cml'urmlly of the device Lo this standard identified
in the SA0(KI? oo . e T MO

Is & summary repnrt‘ dElEl::rIblng the extent of conformance of the standard used included in the o

II na, mmplala 8 Summary repart tElhha

Does the test data for this device demonsirate mn'ﬁ:urmlly to the requlmmama of this standard as it

pertaing 1o this device? .. (I
Does this standand INGIuGE BOGEPLANGE GHUERAT L. s s s 2 |
If mo, include the results of testing in the 510(k),
Does this standard include more than one option or selection of tests? ... L ¥y
If yas, report oplions selectad in the summary report table.
Were thare any devialions or adapiations made in the use of the standard? ... R S Kl
IT yas, ware deviations in accordance with the FDA supplemsental information sheet [SIS;ﬁ'? s E O
Were deviations or adaptations made beyond what is specified in the FOA SIS? .o, L N
If yes. report these deviations or adaptations in the summary report fable,
Were thare any exclusions from (e SEandand? ... ...t L A
If yes, report these exclusions in the summary mpur: :abtu
Iz thare an FDA guidance® that is associated with this standand ..o L )
If yas, was the guidance document followed in preparation of this ST0K? ... L O
Tithe of guidance: N
! Thar fmalting comvanlian For tha Gtk i [S00] [romenic dentfier] cerlification body imwaived in conformanos assessme o this
[t of standand)] jdate of pitdicabon] standord. The summary report inciades information on al slandands
2 pudbocity [21 UWS.C. 300d], www ida gowiod st s prog. hired utikzed during Lhe develapment of tha devics,
3 frttpciivesrs Rregasdata, Ide gowscriptsicdrhicidonsiciS nndards) * T supplenintal nformation sheel [S15) & additionsl irdormalian
. which ks ¥ barkrs FOA {nimes e stardad, Found al
# Ther suimmary repor shaukd include: ey sdamiglions uied io pdupt hitgtwwes aocessdaia fda govis crplaiodrhdcidocs) Etandandsd
10 than cissicn wnder review (for axamds, allornalive test mesnods]; suarch.cfm
cholpes mace whon options of a Wg:n{.rml-mag denoribad: = The: onlirea sesech for CORH Guidancs Dasimanta can b iound &
devisticrs from the di; requirements. ok Bppicalie 1o Te e fda, gosodrhigu dance. himd
device; and The name and addmss of tha et Bhersion o
FORM FDA 3654 (9/07) Page 1 [ —

Questions? Contact FDA/CDRH/BEoSomiratibiessSUKUEIda.hhs.gov or call 301-796-8118.
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
1SO11134; 1993 — Sterilization of Health Care Products — Requirements for validation and routine control (updated ISO 17665-1)

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?
n/a n/a Myes "No [ NA
TYPE OF DEVIATION OR OPTION SELECTED *
Full Validation
DESCRIPTION
Full Validation

JUSTIFICATION
K04233] carries full sterilization report.

SECTION NUMBER SECTION TITLE CONFORMANCE?
Q Yes :J No :] N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Clves Cino E]NA

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 “justifica-
tion” 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.
S

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 (9/07) Page 2

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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10.10FDA 3654 ANSI/AAMI/ISO 14937

Form Agproved: OMB Mo, 08910-0120; Expiration Date: 873110
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 & 510(k) that rafar-
ences a national or international standard, A separate report is required for each standard referenced in the 510(k).

| TYRE OF B10(%) SUBMISSION _ ==
i Traditonal 7] special [] mnbreviated

STANDARD TITLE®

AMML S ANSE SISO 1493 72000, Sterilization of Health Care Praducts - General Regquirements for Characterization of a Sterilizin

Please answer the following guestions Yo 1]
15 this standard recogRIZed B FOB DT i it ioesssssssssisasmst i s ssmiens asssssastss bossmsssessast s ssmssnicins |
FDA Recognifion nuUmMBer? ... s s s s e ssms e A S R A glodd

Was a third party tabm'amry erFH:II'ISIMEI for tasilng c:l:mlnrrm!:.l of the device to this standard identified

in the 51um? e Aot R A A T i [ |
I3 & summary report® describing the extent of conformance of the standard used included in the N
BADNKYT 11vors e s eemes e onms s smsessmmss et ane et ann S A R il J

If no, complete a summary report tabie,

Does the test data for this device demonstrate mnfon‘nlly to the rﬁqulrﬂmmts of this standard as it

pertains to this devica? ... e e S B e G O [
Does this standard include BcceptBNCE CIIBIIET L. .. i irreer s rrmeee sy sre s sren e oors e memes s amesessaennsas L Ol
I no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of testa? s 8 oy
if yes, report options selected in the summary report table,
Were there any deviations or adaptations made In the use of the SENHAFTT ... e L 1
If yas, were deviations in accordance with the FDA supplemental information sheest (SI1S)57 e R [l
‘Were deviations or adaptations made beyond what is specified inthe FDASIS? O b1
If yas, repart these deviations or adaplations in the summary report table.
Were there any excluSions IO e SENEAIT .ot et 3]
If yes, report these exclusions in the summary rﬂpurl tanln
Is there an FOA guidance® that is associated with this SIandard? ... s L]
If yos, was the guidance document followed in preparation of this ST0KR? ... | O
Title of guidance: . e B i
! Tha faimalling cormenlion o Bhe Lk is: [S0O] [rumenc sdentfies] certificaion body invahved in conformancs assassment b this
[titke af standard] [date of p slandard, Tha summany rapo inclidas information on all stendards
¥ Aty (21 US.C 3600) weew, [m.uw:’cdn'-'sﬂl:pmg htrmi ubiltzad during the development of the device.
3 it iiwews: pocesedata, fda. gowscriplaicdriipidansioiStandardal f The supplaments information sheat [S15) 15 adatonal irormation
saarch.efm wiich Is necessary befors FDW recognires he slandand. Fousd al

 Tha summasy repart showd incluck: any adaptatians used o sdapt hitp: s amﬂah.fdn.gwfh:flph.'odrh:‘ddnm‘dmﬂmﬂs'

10 Mhe davics Lnder fauiew (507 exampha, alerralive best melhods); Baarchy,GITe
chaices made when oplions or 2 sesstion of methods are descrbad 2 The anline search for SORH Guidance Documents can be found at
denations from the standard; requiremants ot appicabia b S s T goededrniiguidance. himi
dedcs, and tha rame and adiress of the lest laboratary o
FORM FDA 3654 (8/07) Page 1 150 Gasghice M padpna EF

Questions? Contact FDA/CDRH/BEoSomiratibiessSUKUEIda.hhs.gov or call 301-796-8118.
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10.11FDA 3654 I1SO 14971

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

TYPE OF 510(K) SUBMISSION
/] Traditional [] Special [] Abbreviated

STANDARD TITLE !

ISO 14971 Medical devices - Application of risk management to medical devices. (Updated 2007)

Please answer the following questions Yes No

Is this standard recognized by FDAZ? ............c.ouoocueueeeeeeeseeeeeeaeeereseesesesesesesaesssassseseanseessssssssenaseenanen V4| OJ

FDA Recognition number3

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I HE BTO(K)? oo eeee e ee e ee s e see e eeeeeeeseeeeeesese e essess e seseeeeees s ees e reeeeseasseeseeeseseaees O ¥4

Is a summary report* describing the extent of conformance of the standard used included in the
BTO(K)? wotevvveeseeeeessssseeesseseeess e esesss e ses R8RSR SRRt v O

If no, complete a summary report table.

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

Pertains to thiS EVICE? ........oi ittt e a e e s ebe e e e b e e be e s st e e s e e s anneeenrenereeas O
Does this standard include acceptance Criteria? ..........ccccooiorerieiernieerieetceiee e O O
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests? ...............ccociieiiiicicinicns O v
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ............ccccccceiiiniiininnnnen. O v
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)%? .............. O O
Were deviations or adaptations made beyond what is specified in the FDA SIS?..........cccccoiiiiiiniennns O O
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ...............cccooiiiiiiriccire e O V4
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this standard?...............cccoiiiiiiii OJ vl
If yes, was the guidance document followed in preparation of this 510K? ..........cccccvvvininniiniinecnecnens O O
Title of guidance:
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://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 5 The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http://r\:vwfw.accessdata.fda.gov/scnpts/cdrh/cfdocs/cfSlandardsl
to the device under review (for example, alternative test methods); Bearcn.cin .
choices made when options or a selection of methods are described; 6 The online search for CORH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.gov/cdrh/guidance.html
device; and the name and address of the test laboratory or
FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443-1090  EF

Questions? Contact FDA/CDRH/BioomipratibiessUKUE&Ida.hhs.gov or call 301-796-8118.
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Pre-Market Notification (310K) Memorandum

DATE: December 22, 2008
FROM: A. Doyle Gantt, Senior Biomedical Engincer Reviewer
FDA/CDRH/ODE/DCD/PVDB
TO: K083091
Firm: Biocompatibles U.K. Limited
¢/o Generic Devices Consulting, Inc.
20310 SW 48" Street
Ft. Lauderdale, FL 33332
Primary
Contact: John Greenbaum
Phone: (954) 680-2548
FAX: (954) 680-2548
Email: genericd@bellsouth.net

Re:  LC Bead/Bead Block™ Compressible Microspheres
Dated: October 11, 2008
Received: October 17, 2008

SUBJECT: 514(k) Netification Review

RECOMMENDATION:  Substantially Equivalent

PURPOSE:

The purpose of this Premarket Notification is to request marketing clearance for the LC
Bead/Bead Block™ Compressible Microspheres under the KRD product code. The KRD
product code is classified under 870.3300 as a vascular embolization device. These products
have already been cleared under HCG. The HCG product code is classified under 882.5950 as a
neurovascular embolization device.,

The proposed indication for usc is: Embozene™ Microspheres are indicated for the
embolization of hypervascular tumors and arteriovenous malformations.

Please note that the proposed indication for usc remains unchanged from that cleared previously.
DEVICE DESCRIPTION:

LC Bead and Bead Block™ Compressible Microspheres arc preformed soft, deformable
microspheres that occlude arteries for the purposc of blocking the blood flow to a target
tissue, such as a hypervascular tumor or arteriovenous malformations (AVM’s). LC Bead
and Bead Block ™ Compressible Microspheres consist of a macromer derived from
polyvinyl alcohol (PVA). The fully polymerized microsphere is approximately 90% water
and is compressible to approximately 20-30% by diameter. Bead Block™ Compressible
Microspheres is dyed blue (LC Bead are available in natural color) to aid in the
visualization of the microspheres in the delivery syringe. The microspheres can be

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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delivered through typical microcatheters in the 1.8-5Fr range.

LC Bead Microspheres are supplied sterile and packaged in sealed glass vials. Bead Block™
Compressible Microspherces is supplied sterile and packaged in a polycarbonate syringe. Two
quantities will be available in a vial: (1) 1.0 ml. [.C Bead /Bead Block™ Compressible
Microspheres in sterile physiologic buffered saline (PBS) to a volume of 8ml, and (2) 2.0mL LC
Bead/Bead Block™ Compressible Microspheres in sterile PBS to a volume of 8 mL.

LC Bead and Bead Block Compressible Microspheres are supplied in several unit sizes

covering the range [rom 100um to 1200um diameter. At the time of use, LC Bead/Bead Block™
Compressible Microspheres is mixed with a nonionic contrast agent, ¢.g. Omnipaque, to make a
30-50% by weight solution. The bolus of contrast agent elutes from the vascular bed to leave a
radiclucent, embolized vessel.

A. Intended Use /Indications for Use: Scc [ndications for Use statements described
above.

B. Summary :

Life-supporting or life-sustaining? CYes ¥No
Implant? MYes CINo
Sterile? MYes ONo
Single use? MYes ONo
Prescription use? MYes ONo
Home use or portable? LYes ¥No
Drug or biological combination product? LYes #No
Kit? identificd components, ? Yes MINo
Software driven? OYes MNo
Elcctrically Operated? (Yes ¥No

C. Materials / Biocompatibility: No changes from predicate. Extensive
biocompatibility testing has been provided in predicate submissions.

D. Design/Specifications: See description of the product characteristics noted above.

F. Labeling: Provided and is identical to labeling reviewed in predicate submissions.

G. Performance Testing: Exiensive performance testing was provided in predicate
submissions.

H. Clinical Testing: Not applicable.

I. Animal Testing: Extensive animal studies were provided in the predicate submtssion.

J. Certifications / Statements / Standards Met:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 7
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510¢k) Summary - yes
Truthful and Accurate Statement - yes
Indications for Use - yes

K. Predicate Devices:

LC Bead and Bead Block™ is substantially cquivalent to:
* LC Bead Microspheres (formerly GelSpheres) BioCure, Inc, (K023089)

» LC Bead Microspheres & Bead Block™ Compressible Microspheres Biocompatibles UK Ltd.

(K033761)

» Bead Block™ Compressible Microspheres & LC Bead Microspheres Biocompatibles UK Ltd.

(K042231)

Substantial Equivalence: The file as presented is substantially equivalent. See atlached
review addendum.

ation: Substantisdly equivalent,

Mf/zz/c"g |

edical Engineer, PVDB.

Recomme

A. Doyle Gantt, Bj

CONCURREI\ZCiE /N/N -CONCURRENCE BY BRANCH CHIEF:

h/gl/,@

Kenneth [I.: Cavanaugh., Ph.D. Acting Chief, Peripheral Vascular Devices Branch

JEAL) s

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

[V
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To: K083091 — LC Bead/Bead Block™ Compressible Microspheres

From: A.Doyle Gantt, Biomedical Engineer, DCD, PVDB M

Subject: Team Leader Review and addendum to K083091 Review

Date: December 22, 2008

This submission is a request to include the KRD product code on the firm’s previously cleared
product. This product was cleared by Peter ITudson, Ph.D. and David Krause under the
neurovascular artificial embolization product code, IHICG. The indications for use and the
product itsclf remains the same. [ contacted the firm’s ofTicial correspondent, John Greenbaum
and he confirmed that the product is identical and has not been modified. Attached to this
review is Peter Hudson’s review of the previous 510K which is applicable to this submission. [
concur with Dr. Hudson’s review and rccommend thal this product be cleared as substantially
equivalent with the KRD product code.

RECOMMENDATION Substantially Equivalent

;é\. / C./[ [L/-l‘»/*’ﬁ

Supefvisor signature Date

K083091 memo Page 1 of 1
Last printed/modified 12/22/2008

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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REVISED:1/14/95
THE S10(K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 (K)

BOILERPLATES TITLED "DOCUMENTATION" AND MUST BE FILLED OUT WITH
EVERY FIHAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

“SUUBSTANTIAL EQUIVALENCE" (SH) DECISICN MAKING DOCUMENTATION

x Au 273/
vsoner. (Al A
Division/brancn: OB AlL) JLELH
pevice wame:__ GLALFIALLL //lfzaw-e'h&w 3{/’54,«.»[/4&{,&’ N

Product To Which Compared (510{K) Number If Known): (ﬂ 33% /

YE%/ NO
1. Is Product A Device J{?/// If NO = Stop
2. Is Device Subject To 510{k}? ’/’/,/ If NO = Stop
1, Same Indication Statement? V/ {;fYES = Co To §
4. Do Differences Alter The Effect Or /&f YES = Stop HE
Raise New Issues of Safety Or 7//
Effectivenegs? V4
Fd
5. same Technological Characteristics? V/ If YES = Go To 7
6. Could The New Characteristics Affect If YES = Go To 8
Safety Or Effectiveness?
7. Descriptive Characteristics Precisge If NO = Go To 10
Encugh? If ¥YBS = Stop SE
8. New Types Of Safety Or Effectiveness If YES = Stop ME
Questions?
9, Agcepted Scientific Methods Exist? If N0 = Stop NE
10. Performance Data Available? If NO = Request
Data
11. Pata Demonstrate Equivalence? Final Decision:
Note: In addition to completing the form on the LAN, "yes" responses to
questions 4, 6, 8, and 11, and every "na" response requires an
explanation.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Intended Use: é{[ FiAL

Device Description: Provide a statement of how the device is either
similar to and/or different from other marketed devices, plus data {if
necegsary) to support the statement. Is the device life-supporting or
life sustaining? Is the device implanted [(short-term or long-term)? Does
the device design use software? Is the device sterile? Is the device for
single use? Is the device over-the-counter or prescription use? Does the
device contain drug or biclogical product as a compenent? Is this device
a kit? Provide a summary about the devices design, materials, physical
properties and toxicology profile if important.

EXPLANATIONS TO "YES" AND "NO" ANSWERS TO QUESTIONS ON PAGE 1 A3 NEEDED

10.

11.

Explain why not a device:
Explain why not subject te 5i0(k):

How does the new indication differ from the predicate device's
indication:

Explain e is or is not. a new effect or safety or effectiveness
igsue:

Describe the new technologiral characteristics:

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

Explain how descriptive characteristics are not precise enocugh:

Explain new types of safety or effectiveness gquestions raised or why the
gquestions are not new;

Explain why existing scientific methods can not be used:
Explain what performance data is needed:

Explain how the performance data demonstrates that the device ig or is
not substantially eguivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ‘ \
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Internal Administrative Form

N -

Did the firm request expedited review?
Did we grant expedited review?

w

Have you verified that the Document is labeled Class 1l for GMP
purposes?
If, not, has POS been notified?

@|~ o ;i

Q.

15 the product a device?
Is the device exempt from 510(k) by regulation or policy?
s the device subject to review by CDRH?

Are you aware that this device has been the subject of a previous NSE

decision?
If yes, does this new 51 (k) address the NSE issue(s}, (e.9.,
performance data)?

10. Are you aware of the submitter being the subject of an integrity

investigation?

11.1f, yes, consult the CDE Integrity Officer.
12 Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register SON0332,
September 10, 1981.

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

\ A
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510(Ky MEMORANDUM

TO: K042231

FROM: Peter L. Hudson, Ph.D.
ODE/DGRNT)/Plastic and Reconstructive Surgery Devices Branch

DATE: 11/8/04

SUBJ:  Gelspheres Microspheres and Bead Block Compressible Microspheres
Biocompatibles U.K. Ltd.
Mr. John Greenbaum

PHONE: 954-680-2548, mobile: 954-309-6715

FAX: 954-680-0161

Emaijl:  johngreenbaum@Compuserve.com

Recommendation:  Substantially Equivalent
Procode: HCG

Class: 11

Regulation Number: 882.5930

Regulation Name:  Artificial embolization device

REVIEW:

The sponsor notes that they have submitted this premarket notification for a change in
manufacturing sites. The former owner of the 510(k), Biccure, Inc., currently acts as a contract
manufacturer to this sponsor, The sponsor now would like to manufacture the product. !asked
Ms. Marjorie Shulman whether the sponsor had to submit a 510(k). Ter response:

They do not need a 510k) just for a change in manufacturing sites. However, if @ company
submitted the file we have to review it. We don't have companies withdrawal the 510(k) and
there is no user fee refund. The company might have submitted it because they want the SE in
their own name. Please let me know if you need anything else.

However, in addition to the manufacturing site change, the sponsor has altered the original
manufacturing process identified by Biocure, Inc. in K023089. For review of these
manufacturing differences, see the Comparison of the Technological Characteristics section
below.

1. Comparison of the Intended Use/Indications of the Subject Device and Predicate(s)
Subject Device
Gelspheres™ Microspheres & Bead Block™ Compressible Microspheres is intended for
embolization of hypervascular tumors and arteriovenous malformations.

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

Predicate device(s)

Gelspheres Microspheres, Biocure, Inc., K02308%

Gelspheres Microspheres & Bead Block Compressible Microspheres, Biocompatibles, UK.,
[td., KO33761 ‘

Gelspheres™ Microspheres & Bead Block™ Compressible Microspheres is intended for
embolization of hypervascular tumors and arteriovenous malformations.

Discussion of whether the intended use/indications are the same
The indications for use are identical and therefore are substantially equivalent.

. Comparison of the Technological Characteristics (Design, Materials, Sizes, Features,
Shapes, etc.) of the Subject Device and Predicate(s)

Subject Device

The Gelspheres™ Microspheres and Bead Block™ Compressible Microspheres are preformed
soft, deformable microspheres consisting of a polyviny] alcohol macromer. The microspheres
are 85% water and are compressible to approximately 30% their size in diameter. The Bead
Block™ microspheres are dyed blue to aid in the visualization of the beads in the delivery
syringe. Gelspheres™ are available cither undyed or dyed blue. The microspheres can be
delivered through micro-catheters in the 1.5-5Fr range. The products are provided sterile in
sealed glass bottles (Gelspheres™) or pre-filled syringes (Bead Block™). The Gelspheres™
and the Bead Block™ microspheres differ in the amount of AMPS uscd: Gelspheres™, dyed
and undyed contain i, whereas Bead Block™ microspheres contain

Both bead types are provided in the 100 um to 1200 um diameter range.

The embolization agents are recommended to be mixed with a non-ionic contrast reagent, e.g.,
Omnipaque to make a 30-50% by weight, solution.

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

The two types of beads were tested for compatibility with various microcatheters. The
compatibility assessments included:

Aggregation of the embolic agent in the syringe
Catheter clogging

Ease of delivery

Shape of the embolic agent after injection

The following catheters were assessed:

Catheter 1.ID. Micro-catheter

{in./micron)

0.024/610 SFr.

and up Angiodynamics
FasTracker® 325

0.021/540 FasTracker® 18

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

W
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4
Cook 3.0Fr
0.016/420 Prowler® 14
0.013/330 Spinnaker Elite 1.8

The sponsor does not intend to recommend the use of any one type of microcatheter. They will
provided the information above to customers to document compatibility with known products.

Predicate Device(s)

Gelspheres Microspheres, Biocure, Inc., K023089

Gelspheres Microspheres & Bead Block Compressible Microspheres, Biocompatibles, UK.,
Ltd., K033761

Discussion of whether the subject device has a significant change in technological

Technologically the devices

are substantially equivalent.

3. Comparative Data (in vitro, animal and/or clinical)
Safety Data - Subject Device
The sponsor notes in their Summary of Design Control Activities that because the
manufacturing “processes are practically unchanged from K023089, and product
specifications are unchanged; no additional biocompatibility testing” was determined to be

necessary. The sponsor cites all of the biocompatibility evaluations done in support of
K023089.

Safety Data - Predicate Device(s)
A complete list of biocompatibility evaluations, as recornmended for permanently

implanted medical devices in the ISO 10993 document, was conducted in support of the
device in KO23089.

Effectiveness Data - Predicate Device(s)
Bead physical characteristics and preclinical animal evaluations were done.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ) (_D
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Discussion of whether the data demonstrate that the subject device is as safe and
effective as the predicate(s

e device 13 substantially equivalent to the sponsor’s own
predicate product.

4. Does the product contain drugs or biologicals? No.

5. Sterilization
Sterilization method: Steam, traditional
Validation method: EN554, AAMIFISO 11134,
Packaging:
Gelspheres™ are packaged in a sealed glass vial in a solution _ The vial contents
are sealed using a rubber stopper with metal retaining ring. The vials are placed in cardboard
boxes.
Bead Block™ microspheres arc packaged in syringes made of polycarbonate with silicone
rubber bungs. The syringes arc placed in a polycarbonate tray with a Tyvek® lid.

Pyragenicity: Both device versions are labeled non-pyrogenic. LAL determinations are
conducted and the device specification is <0.06 EU/mL which is in accordance with the 1987
FDA Guidance Document: Guideline on validation of the Limulus Amebocyte Lysate test as
an end product endotoxin test for human and animal parenteral drugs, biological products and

medical devices.
SAL: 10°

6. Discussion of Labeling Adequacy
(Prescription):
Package Insert (page 73, section 7.0)
Carton/Pouch Labels (page 59)

\ 5

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. \7
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[ compared the sponsor’s proposed labeling with their own predicate label

. ' The list of references
contained in the device package insert in this submission is the same as what was previously
cleared under K0O23089. The labeling is substantially equivalent to the predicate product label.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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8. Has sponsor provided all administrative requirements?
¢ Truthful and Accurate Statement — page 8
510(k) Summary — page 10
Class III Certification — letter referencing K023089 was provided
Indication for Use Page — page 7
DA Establishment Registration Number: 3002124545

9. Analysis of the Equivalence of the Subject and Predicate(s)

The subject device of the application i
products.

The sponsor 1s now
manutacturing the product in their own facility and not having the product manufactured for
them by the previous 510(k) owner, Biocure.

The device is

substantially equivalent to the predicates identified.

10. Contact History/Requests for More Information:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Plastic and Reconstructive Surgery Devices Branch

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

\k
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Pre-market Notification Class Il Certification and
Summary

PREMARKET NOTIFICATION
CLASS i CERTIFICATION AND SUMMARY
{As Required by 21 CFR 807.94)

| certify that, in my capacity as Direcior, Regulatory Affairs of
Biocormpatibles UK LTD that | have conducted a reasonable
search of all information known or otherwise available about the
typas and causes of safety andior effectiveness problems that have
been reported for GelSpheres/BeadBlock. | further certify that | am
aware of the types of problems to which the GelSpheres/BeadBlock
is susceplible and that, to the best of my knowledge, the following
summary of the types and causes of safety andlor effectiveness
problems about GelSpheres/BeadBlock is complete and accurate.

Biblingraphy attached by reference to 510(k} #K023089.
Authorization to reference the file for KO23088 has been provided
by the original 510K holder and included in the pre-market
notification.

&.Q

John Greenbaum/ For Dr. Alistair Taylor

November 8 2004
(Date)

K043321
510{K) Number

Bistompaibies LK Lid
Pro-warket Mottcanon
GelSpheres™ Embolke AgenyBeadBlack ™ Embolic Agert

&

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

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

GelSpheres™ Microspheres
BeadBlock™ Compressible Microgpheres

Biocompatibles UK Ltd..
51C(k) Pre-Market Notification

6.0 DEVICE MODIFICATIONS & COMPARATIVE INFORMATION

6.1 Predicate Devices

6.1.1 510(k} Numbers and Product Codes of Equivalent Devices

BioCure, Inc,

GelSpheres™ Microspheres Embalic Agent
510K Number; #K023089

Product Code: HCG

CFR Section; B82.5950

Biocompatibles, UK Ltd.,

GelSpheres™ Microspheres
BeadBlock™ Compressible Microspheres
510K Number: #K033761

Product Code; HCG

CFR Section: 882 5950

6.2 Discussion of Similarities and Differences between GelSpheres™ and predicate devices
6.2.1 Indications for Use

GelSpheres™ Microspheres Embolic Agent, and BeadBlock™ have the same indications for
use.

RPN Embolic Agent is intended for embolization of hypervascular tumors and arteriovenous
malformations."

6.2.2 Target Population

The clinical application of GelSpheres™ Microspheres, BeadBlock™ Compressible
Microspheres and the predicate devices is the same, treatment of hypervascular tumors and
anteriovenous malformations (AVM's). GelSpheres ™/BeadBlock and the predicate devices are
intended to be deliverad to selected sites through catheters with a diameter appropriate for the
vascular target and the size of the emboli. Accurate placement of all of all embolic agents is
assured through visualization of the embolization process using radiographic imaging. Both
GelSpheres™ , BeadBlock™ and the predicate devices are mixed with a radio opaque contrast
agent prior to injection to permit visualization. GelSpheres™, BeadBlock™ and the predicate
devices are availabie in a range of sizes to permit selection of the most appropriate size for
target vessels. GelSpheres'™, BeadBlock™ and the predicate devices are intended for single
use and are supplied sterile and non-Pyrogenic.

This pre-market notification is for a change of manufacturing sites. BioCure, Inc. is a contract
manufacturer to Biocompatibles UK Ltd.. Biocompatibles acquired the rights to manufacture
GelSpheres ™ and subsequent products in September 2003. A copy of the accession letter was
included in K033761 where Biocompatibles UK Ltd was cleared as a repackager and distributor
of GelSpheres™ and BeadBlock™ (Appendix 1).

This document contains company cenfidential andfor proprietary information. l'IJj-omnot copy, distribute, or otherwise
communicate the contents of this document without prior written consent from Biocompatibles UK Ltd.,

9
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 0"7
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Biocompatibles UK Ltd.. G
510(k) Pre-Market Notification ?@
GelSpheres™ Microspheres
BaadBlock™ Compressible Microspheres

6.2.3 Product Labeling

The Labeling for GelSpheres™ and Bead Block™ is included in Section 7.0 of this pre-market
notification. The Labeling is unchanged from K033761. Indications, warnings and
contraindications for GelSpheres ™/Bead Block™ is the same as for the predicate devices.

6.2.4 Packaging

GelSpheres™ and Bead Block™ are supplied in glass vials and syringes respectively, there are
no changes to package materials. The same packaging processes and equipment are used as
the predicates.

6.2.5 Technical Characteristics
Technical characteristic and specifications are identical to the predicate devices.

6.2.6 Physical Characteristics
Physical and chemical characteristics are identical to the predicate devices.

6.2.6.1 Catheter Delivery
Catheter delivery performance is unchanged from K033761
6.2.7 Performance Testing

FDA published Special controls for Neurological Embolization devices in February 2004,
GelSpheres™ and Bead Block™ compressible Microspheres conform to these requirements
(see design controls — Section 8.0 and appendices with Validation data)

6.2.8 Safety Characteristics

The technical characteristics (physical characteristics, biocompatibility, sterility, endotoxin, etc)
are the same for GelSpheres ™ and Bead Block™ with the predicate devices. No new
characteristics are added with GelSpheres™ or Bead Block™ in the addition of the
Biocompatibles manufacturing process which would have an effect on product safety,
effectiveness or the ability of the product to meet the relevant standards or specifications as in
K023088 and K033761.

6.3 Discussion on GelSpheres™ and BeadBlock™ clinical testing

This document contains company confidential andfor proprietary information. Do not copy, distribute, or otherwise
communicate the contents of this doecument without prior written consent from Biocompatibles UK Ltd.,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. D—:«Fb
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Biocompatibles UK Ltd..

6.5 Comparison Table

510¢k) Pre-Market Notification
GelSpheres™ Microspheres
BeadBlock™ Compressible Microspheres

GelSpheres™ Microspheres

GelSpheres™ Microspheres

BeadBlock™ Compressible

GelSpheres™ Embolic Agent

GelSpheres™ Embolic

Products

ISO/EN 10993-1; 1997
Biological Evaluation of
Medical Devices, Part |:
Evaluation and Testing

ISO/EN 10993-3; 1883
Biclogical Evatuation of
Medical Devices, Part 3. Tests
fur genotaxicity,
carcinegenicity and
reproductive toxicity.

ISC/EN 10993-4; 1993
Binlegical Evaluation of
Medical Devices, Part 4.
Selaction of tests for
interaction with blood.

ISO/EN 10993-6; 1995
Biological Evaiuation of
Medical Devices, Part 6. Test
for locai effects after
implantation.

ISO/EN 10993-1Q; 1995
Biological Evaluation of
Medical Devices, Part 10:
Tests far Irritation and
Sensitization.

ISO/EN 10993-11; 1993
Biological Evaluation of
Medicai Devices, Part 11:
Tests for Systemic Toxicity.

ISO/EN 10993-13; 1995

Products

ISO/EN 10993-1; 1997
Biotogical Evaluation of
Medical Devices, Part |
Evaluation and Testing

ISCYEN 10993-3; 1993
Biclogical Evaluation of
Medical Devices. Part 3: Tests
for genotoxicity,
carcinagenicity and
reproductive toxicity.

ISO/EN 109934, 1993
Biological Evaluation of
Medical Devices, Part 4;
Selection of tests for
interaction with bload.

1SO/EN 10993-6: 19595
Biologicat Evaluation of
Medical Devices, Part 6: Test
for local effects after
implantation.

ISO/EN 10593-10; 1595
Biclogical Evaluation of
Medical Devices, Part 10:
Tests for irritation and
Sensitization.

ISC/EN 106893-11: 1883
Biological Evaluation of
Medical Devices, Part 11-
Tests for Systemic Toxicity.

ISO/EN 10883-13; 1895

Products

ISO/EN 10993-1; 1997
Biological Evaluation of
Medical Devices, Part {:
Evaluation and Testing
ISO/EN 10893-3; 1993
Biological Evaluation of

Medical Devices, Part 3: Tests
for genotoxicity,

. carcinogenicity and
. reproductive toxicity.

ISQ/EN 10993-4; 1993

- Biological Evaluation of

Medical Devices, Part 4
Selection of tests for
interaction with blood.

ISO/EN 10993-6; 1995
Biclogical Evaluation of
Medical Devices, Part &: Test
for local effects after
implantation.

ISO/EN 10993-10; 1985
Biodogical Evaluation of
Medical Devices, Part 10:
Tests for {rritation and
Sensitization.

ISO/EN 10893-11; 1993
Biological Evaluation of
Medical Devices, Part 11:
Tests for Systemic Toxicity.

ISC/EN 10993-13; 1995

ISO/EN 10993-1; 1997
Biglogicatl Evaluation of Medical
Davices, Part I: Evaluation and
Testing

ISC/EN 10993-3; 1993
Biclegical Evaluation of Medical
Devices, Part 3: Tests for
genotoxicity, carcinogenicity
and reproductive toxicity.

JSO/EN 109934, 1583
Biglogical Evaluation of Medical
Devices, Part 4: Selection of
tests for interaction with blood

ISO/EN 10933-6; 1895
Biological Evaluatior: of Medical
Devices, Part 6: Test for local
effects after implantation.

ISOVEN 10893-10; 1995
Biological Evaluation of Medical
Devicas, Part 10: Tests far
Irritation and Sensitization.

ISO/EN 10993-11; 1993
Biological Evaluation of Medical
Devices, Part 11: Tests for
Systernic Toxicity.

ISO/EM 10993-13: 1995
Biclogical Evaluation of Medicai
Devices, Part 13: identification
and Quantification of potentia!
degradation products frem
polymers.

UV Series VE Series Microspheres -V Series Agent - S Series
(New) (New) EB Series (K023089} (K02308%)
{New) (K033761) (KG33767)
Device Calibrated microspheres for Calibrated microspheres for Calibrated microspheres for Calibrated microspheres for Calibrated microspheres for
Description embolization embalization emboiization embolization ernbolization
Undyed Blue dyed Biue Dyed Blue Dyed Blue Dyed
. Safety Guidance Far Industry; 2004: Guidance For Industry; 2004: Guidance For Industry; 2004 Guidange For Industry; 2000: Guidante For Industry;
FDA Guidance far FDA Guidance for FDA Guidance for FDA Guidance for Neurological 2000: FDA Guidance for
& Standards | Neurological Embolization Neurplogical Embolization Neurological Embolization Embolization Products Neurological Embotization

Products

ISQIEN 10983-1; 1997
Biclogical Evaiuation of
Medical Devices, Partk:
Evaluation and Testing

ISO/EN 10993-3; 1993
Biological Evaluation of
Medicat Devices, Part 3:
Tests for genatexicity,
carginagenicity and
repraductive toxicity.

ISO/EN 10593-4; 1993
Biolagical Evaluation of
Medical Devices, Part 4:
Selection of tests for
interaction with blood.

ISO/EN 10993-6; 1925
Bislogical Evaluation of
Medical Devices, Part &:
Test for local effects after
implantation.

ISO/EN 10993-10; 1805
Biological Evaluation of
Medical Devices, Part 10
Tests for Imitation and
Sensitization.

ISQEN 10993-11; 1993
Biological Evaluation of
Medical Devices, Part 11:
Tests far Systernic Toxicity.

ISO/EN 10993-13, 1995

This document contains company confidential and/or proprietary information. Do not copy. distribute, or otherwise communicate the centents of this document
wilhout prior written consent from Biocompatibles UK {td.,

ik

20

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

510(k) Pre-Market Notification
GelSpheres™ Micraspheres
BeadBlock™ Compressible Microspheres

GelSpheres™ Microspheras

UV Series VE Series Microspheres -V Series Agent - 5 Series
(New) {New) EB Series {K023089) (K023089)
[New) {K033761) (K023751)

GelSpheres™ Microspheres

BeadBlock™ Compressible

GelSpheres™ Embolic Agent

GelSpheres™ Embolic

Biological Evaluation of
Medical Devices. Part 13:
Identification and
Quantification of potential
degradation products from
polymers.

ISO/EN 11607; 1887 —
Packaging for terminally
sterilized products.

AAMI TIR 22;1998 - Guidance
for application of EN 11607,
Packaging for tarminally
sterilized products

AAMI 11134, 1993 ~
Sterilization of Health Care
Products — Requirements for
validation and routine control —
Industrial moist heat
sterilization 2™ edition.

ANSITAAMIASO 14937; 2000 —
Staerilization of Health Care
Products — Characterization af
a Sterilizing Agent and the
Development, Validation and
Routine Cantrol of a
Sterilization Process for
Medical Devices.

EN 554 Sterifization of
Medical Devices — validation
agnd Routine Control of
Sterilization by Moist Heat

Biclogical Evaluation of
Medical Devices, Part 13
Identification and
Quantification of potential
degradation products from
palymers.

ISQ/EN 11807, 1997 —

' Packaging for teminally

sterilized products.

AAMI TIR 22;1998 — Guidance
for application of EN 11607,
Packaging for terminalty
sterilized products

AAMI 11134; 1993 -
Sterilization of Health Care
Products — Requirements for
valigaticn and routine control —
Industsial moist heat
sterilization 2™ edition.

ANSIAAMIISO 14837 2000 -
Sterilization of Health Care
Products — Characterization of
a Sterilizing Agent and the
Development, Validation and
Routine Control of a
Sterilization Process for
Medical Devices.

EN 554 Stenlization of
Medical Devices — validation
and Routine Control of
Stertlization by Moist Heat

Bialogical Evaluation of
Medical Devices, Part 13:
Identification and
Quantification of potential
degradation products from
polymers.

1SO/EN 11607, 1997 —
Packaging for terminally
sterilized products.

AAMI TIR 22,1998 - Guidance
for appiication of EN 11607,
Packaging far terminally
sterilized products

AAMI 11134; 1993 -
Sterilization of Health Care
FProducts — Requirements for
validation and routine control —
Industrial moist heat
sterilization 2™ edition.
ANSIAAMINSO 14037; 2000 -
Sterilization of Health Care
Products — Characterization of
a Sterilizing Agent and the
Development, Validation anc
Routine Contro! of 2
Sterilization Process for
Meadical Devices.

EN 554: Sterilization of
Medical Devices - validation
and Routine Control of
Sterilization by Moist Heat

ISQYEN 11607, 1997 —
Packaging for terminally
sterilized products.

AAM| TIR 22;1998 — Guidance
for application of EN 11607,
Packaging for terminally
sterilized products

AAMI 11134, 1993 -
Sterilization of Health Care
Products — Requirements for
validation and routine control —
Industrial moist heat sterilization
2™ edition.

ANSHAAMIIISO 14937, 2000 -
Steritization of Health Care
Products — Charactarization of a
Sterilizing Agent and the
Development, Validation and
Routine Caontrgl of a Sterilization
Process for Medical Devices,

EN 554 Sterifization of Madical
Devices - validation and
Routine Control of Steritizatian
by Maist Heat

Biotogical Evaluation of
Medical Devices, Pan 13
Identification and
Quantification of potential
degradatien products from
polymers.

AAMI 11134; 1993 —
Sterilization of Health Care
Products — Requirements
for validation and routine
control — Industrial maist
heat sterilization 2™ edition.

5 size ranges up to 1200um

Indications "GelSpheres*™ and "GelSpheres'™ and “FelSpheres™ and "GelSpheres™ and "GelSpheres™ and

for Use BeadBlock™ Compressible BeadBlock™ Compressible BeadBlock™ Compressible BeadBlock™ Compressibie BeadBlock™ Compressibile
Microspheres is intended for Microspheres is intended for Microspheres is intended for Microspheres is intended for Microspheres is intended
embolization of hypervascular embolization of hypervascular | embolization of hypervascular embolization of hypervascular for embolization of
tumors and arteriovenous tumars and arteriovenous tumaors and arterisvenous tumors and arteriovenous hypervascular tumors and
malformations.” malformations.” malformations.” malformations.” arteripvenous

malformations.” J
Expiration 2 years 2 years 2 years 2 years 1 vear
Size Range § size ranges up to 1200pm 5 size ranges up fo 1206um 5 size ranges up fo 1200pm b size ranges up to

This document contains company confidential and/or proprietary information. Do not copy, distribute, or otherwise communicate the contents of this document
without prior written consent from Biocompatibles UK Lid.,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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GWJ« Biocompatibles UK Ltd..

510(k) Pre-Market Notification
GelSpheres™ Microspheres
BeadBlock™ Compressible Microspheres

GelSpheres™ Microspheres

GeiSpheres™ Microspheres

BeadBlock™ Compressible

GelSpheres ™ Embolic Agent

GelSphares ™ Embolic

UV Series VE Series Microspheres =V Saries Agent — S Series
{New) {New) EB Series {K023089) (K023089)
(New) (KD33761) {KD33761}
1200pm
Sterility SAL 10%: Steam SAL 10%: Steam SAL 10°; Steam SAL 10%; Steam SAL 10%; Steam
Packaging Vial, non sterile package Vial, non sterile package Syninge, sterite package Vial, non sterile package Syringe, sterile package

Composition

PVA, buffered Saline

PVA, Reactive Blue Dye #4,
buffered Saline

PVA, Reactive Blue Dye #4,
buffered Saline

PVA, Reactive Blue Diye #4,
buffered Saline

PVA, Reactive Blue Dye
#4, buffered Saline

USE Single Use Oniy Single Use Only Single Use Only Single Use Cnly Single Hse Only
Delivery Intravascular catheter Intravascular catheter Intravascular catheter Intravascular catheter Intravascular catheter
Method

This document contains company conhdential and/or proprietary information. Do not copy. distribute, or otherwise communicate the contents of this document
without prior written consent from Biocompatibles UK Ltd.,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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g DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
-‘\..,_

* Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20050

DEC 1 6 2002

BioCure, Inc.

¢/o Mr. John Greenbaum
Gengric Devices Consulting, Inc.
20310 SW 48" Street

Fort Lauderdale, Florida 33332

Re: K023089
Trade/Device Name: GelSpheres Embalic Agent
Regulation Number: 21 CFR 882.5950; 21 CFR 870.3300
Regulation Name: Artificial embolization device; Arterial Embolization Device
Regulatory Class: 111
Product Code: HCG; KRD
Dated: September 13, 2002
Received: September 17, 2002

Dear Mr, Greenbaum:

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
commeree 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 Cosetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general conirols 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 Iil (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 2], 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 equivatence 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 requiréments, including, but not limited to: regisiration and listing (21
CFR Pan 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 1000-1050,

This letter will allow you to begin marketing your device as described in your Section 510¢k)
premarket notification. The FDA finding of substantial equivalence of your device 10 a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

23

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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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. Additionally, for questions on the
promotion and advertising of your device, please contact the Office of Compliance at (301) 594-
4639. Also, please note the regulation entitled, "Misbranding by reference to premarket
notification” (21CFR Part 807.97}. Other general information on your responsibilities under the
Act may be obtained from the Division of Small Manufacturers, International and Consumer
Assistance at its toll-free number (800} 638-2041 or (301) 443-6597 or at its Internet address
http:#/www.fda.pov/cdrh/dsma/dsmamain_htm]

Sincerely vours,

W) Tt

47 Celia M. Witien, Ph.D., M.D.
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. _56
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Page 1 of 1

510(k) Number(if known):

Device Name: GelSpheres™ Embolic Agent

Indications For Use:;

*GelSpheres™ Embolic Agent is intended for embolization of hypervascular
tumors and arteriovenous malformations.”

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

Concurrence of CORH, Office of Device Evaluation (ODE)

Prescription Use_X_ OR Over-The-Counter Use___
(Per 21 CRF 801.109)

MWirizine. €. p {Optional Format 1-2-96)
(Division Sign-Off) '

Division of General, Restorative

and Neurological Devices

7(k) Number__ 1302 3089

000008

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

Food and Drug Administration
Roatie b 2000
FES - 4 2004

Biocompatibles UK. Ltd

¢/o Mr. John Greenbaum
Generic Devices Consulting
20310 SW 48™ Street

Ft. Lauderdale, Florida 33332

Re: K033761 .
Trade/Device Name: Gelspheres™ Embiolic Ageit/Beadlock™ Embofic Agent
Regulation Nummber: 21 CFR 8825950
Regulation Name: Artificial Embolization Device
Regulatory Class: 1l Ct
Product Code: HCG
Dated: NMovember 28, 2003
Received: December 8, 2003

Dear Mr. Greenbaum:

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
aduiteration. ‘

If your device is classified (see above) into either class Il (Special Controls) or class Il (PMA), it
may be subject to such additional controls. Existing major tegulations 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 applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1030.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ’S5
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This letter will allow you to begin marketing your device as deseribed in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device 10 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 gengral information on your responsibilitiés undér 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 Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

‘Q{Celia M. Witten, Ph.D., M.D.
Director :
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and Radiological Heaith

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. %
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Koz 3301

Indications for Use

510(k) Number (if known): K033761
Device Name:_Gelspheres™ Embolic Agent/Beadlock™ Embolic Agent

Indications For Use. GelSpheres™ Compressible Microsphere and BeadBlock™ Compressible

Microspheres are intended for embolization of hypervasculsr tumors and arteriovenoys,

malformations.

Prescription Use 1/ ' AND/OR - Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Mirsent OB g
(Oivision Sign-Off) L
Division of General, Restorative Page 1 of |
and Neurological Devices -

7 0{k) Number /363374 |

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