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Biocompatibles UK Ltd.. 510{k) Pre-Market Notification
/ ? GelSpheres™ Microspheres
/ - Bead Block™ Compressible Microspheres

NOV 12 2004 510(k) 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

CFR Section: 882.5950

Biocompatibles UK Ltd.

GelSpheres™ Microspheres

Bead Block™ Compressible Microspheres
510K Number: #K033761

Product Code: HCG

CFR Section: 882.5950

Indications for Use and Intended Population

“GelSpheres™/Bead Block™ Compressible Microspheres are indicated for
Embolization of hypervascular tumors and arteriovenous malformations
(AVM’s).

Device Description

GelSpheres™ 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). GelSpheres™ 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™ Compressibie Microspheres is dyed blue (GelSpheres™ are

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

GelSpheres ™ 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 GelSpheres'™ /Bead Block™ Compressible
Microspheres in sterile physiologic buffered saline (PBS) to a volume of 8
mL, and (2) 2.0mL GelSpheres'/Bead Block™ Compressible
Microspheres in sterile PBS to a volume of 8 mL.

GelSpheres™ and Bead Block Compressible Microspheres are supplied in
several unit sizes covering the range from 100um to 1200pm diameter.

At the time of use, GelSpheres'™/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.

Similarities and Differences to Predicates

The Intended Use of GelSpheres™ /Bead Block™ Compressible
Microspheres and the predicate device are the same and unchanged other
than product names. This pre-market notification addresses the change of
the final packager from BioCure, inc to Biocompatibles UK LTD.

There are more similarities than differences when comparing
Biocompatibles, GelSpheres™/Bead Block™ to the predicate devices.

Performance Standards
GelSpheres ™/BeadBlock Compressible Microspheres meet the following
Performance Standards:

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

« |SO/EN 10993-1; 1997 Biological Evaluation of Medical Devices,
Part {: Evaluation and Testing

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

« |SO/EN 10983-4; 1993 Biological Evaluation of Medical Devices,
Part 4: Selection of tests for interaction with blood.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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o |SO/EN 10993-6: 1995 Biological Evaluation of Medical Devices,
Part 6: Test for local effects after implantation.

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

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

e |ISO/EN 10993-13; 1995 Biological Evaluation of Medical Devices,
Part 13: ldentification and Quantification of potential degradation
products from polymers.

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

o AAMI 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.

¢  ANSI/AAMINSO 14937; 2000 — Sterilization of Health Care
Products — Characterization of a Sterilizing Agent and the
Development, Validation and Routine Contro! of a Sterilization
Process for Medical Devices.

+» EN 554: Sterilization of Medical Devices — validation and Routine
Contro! of Sterilization by Moist Heat

Conclusion

There are more similarities than differences between the predicate device
and the Biocompatibles GelSpheres™/Bead Block™ Compressible
Microspheres. The product, manufacturing and primary packaging are
unchanged from K023089/K033761. The predicate device and
GelSpheres™/Bead Block™ Compressible Microspheres have the same
intended use, warnings and contraindications. The predicate device and
GelSpheres ™/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
GelSpheres ™/Bead Block™ Compressible Microspheres are safe and
effective, as indicated, for the intended use.

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
9200 Corporate Boulevard

NOV 1 2 2004 Rockville MD 20850

Biocompatibles U.K. Ltd.

C/o John Greenbaum

Generic Devices Consulting, Tnc.
20310 SW 48" Street

Ft. Lauderdale, Florida 33332

Re: K042231 N
Trade/Device Name: GelSpheres Microspheres
Bead Block " Compressible Microspheres
Regulation Number: 21 CFR 882.5950
Regulation Name: Artificial embolization device
Regulatory Class: 111
Product Code: HCG
Dated: August 14, 2004
Received: August 17, 2004

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 HI (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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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 Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

Mirian . Povort—
; Celia M. Witten, Ph.D., M.D.

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

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: GelSpheres™ Microspheres
Bead Block™ Compressible Microspheres

Indications For Use:;

“GelSpheres™ Microspheres & Bead Block™ Compressible Microspheres is
intended for emboiization of hypervascular tumors and arteriovenous

malformations."

(Division Sign-Off)
Division of General, Restorative,
and Neurological Devices

510(k) Number_ /104223 /

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)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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s
Food and Drug Administration
9200 Corporate Boulevard
NOV 1 2 2004 Rockville MD 20850

Biocompatibles U.K. Ltd.

C/o John Greenbaum

Generic Devices Consulting, Inc.
20310 SW 48" Street

Ft. Lauderdale, Florida 33332

Re: K042231 N
Trade/Device Name: GelSpheres Microspheres
Bead Block' " Compressible Microspheres
Regulation Number: 21 CFR 882.5950
Regulation Name: Artificial embolization device
Regulatory Class: II1
Product Code: HCG
Dated: August 14, 2004
Received: August 17,2004

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 III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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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 Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other geperal information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.htmi

Sincerely yours,

) Celia M. Witten, Ph.D., M.D.
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

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: GelSpheres™ Microspheres
Bead Block™ Compressible Microspheres

Indications For Use:

“GelSpheres™ Microspheres & Bead Block™ Compressible Microspheres is
intended for embolization of hypervascular tumors and arteriovenous

malformations.”

(Division Sign-Off)
Division of General, Restorative,
and Neurological Devices

510(k) Number__/10422.3/

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Optional Format 1-2-96)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ’3
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiclogical Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blwd.

August 17, 2004 Rockville, Maryland 20850
BIOCOMPATIBLES U.K. LIMITED 510(k) Number: K042231
C/0 GENERIC DEVICES CONSULTING, INC Received: 17-AUG-2004
20310 SW 48TH STREET Product: GELSPHERES
FT. LAUDERDALE, FI. 33332 MICROSPHERES AND
ATTN: JOHN GREENBAUM BEAD BLCOCK
COMPRESSIBLE

The Food and Drug Administration (FDA), Center for Devices

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

On May 21, 2004, FDA issued a Guidance for Industry and FDA Staff entitled,
"FDA and Industry Actions on Premarket Notification (510(k)) Submissions:
Effect on FDA Review Clock and Performance Assessment". The purpose of this
document is to assist agency staff and the device industry in understanding
how various FDA and industry actions that may be taken on 510(k)s should
affect the review clock for purposes of meeting the Medical Device User Fee
and Modernization Act. Please review this document at
http://www.fda.gov/cdrh/mdufma/guidance/1219 html.

Please remember that all correspondence concerning your submission MUST be

sent to the Document Mailil Center (DMC)(HFZ-401) at the above letterhead address.

Correspondence sent to any address other than the ome above will not be
considered as part of your official premarket notification submission. Also,
please note the new Blue Book Memorandum regarding Fax and E-mail Policy
entitled, "Fax and E-Mail Communication with Industry about Premarket Files
Under Review". Please refer to this guidance for information on current fax
and e-mail practices at www.fda.gov/cdrh/ode/a02-01.html.

You should be familiar with the regulatory requirements for medical device
available at Device Advice http://www.fda.gov/cdrh/devadvice/". If you have
other procedural or policy questions, or want information on how to check

on the status of your submission, please contact DSMICA at (301) 443-6597 or
its toll-free number (800) 638-2041, or at their Internet address
http://www.fda.gov/cdrh/dsmamain.html or me at (301)594-1190.

Sincerely yours,
Marjorie Shulman
Supervisory Consumer Safety Officer

Office of Device Evaluation
Center for Devices and Radiological Health

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) 309-6715

Email johngreenbaum@Compuserve.com

August 14,2004

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 GeiSpheres™/Bead Block™ Compressible
Microspheres in Behalf of Biocompatibles UK Ltd.

Biocompatibles is the primary distributor for GelSpheres™/Bead Block™ Compressible
Microspheres, manufactured by Biocure, Inc.

In this Pre-market Notification, Biocompatibles UK Ltd. becomes a initial manufacturer of
GeiSpheres™ and Bead Block™ at their facilities in Farnham, UK.

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.

~L U

John Greenbaum

Pag
ot

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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8.3. Verification/Validation Activities ............................... T 000137

8.3.1. Specific Verification/Validation Activities ......... £ 000137

8.3.2. Process Verification ....................ccccccveeeeiii. T 000156

Aftachment | — New vs. K0O23089 Processes............ T, 000157

8.3.3. Stability ... T 000159

8.3.4. Package Integrity ......................ccooveeeaeee T 000159

B35, Sterility ... T, 000159
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8.4. Device Master Record .............cccoovoiievoecciii e, T, 000160

8.5.Design Review ..o L 000160

8.6. Product Specification ..............ccccoeeevivveeienin T 000161
Apiendix | -

Appendix I

Appendix Il|

Appendix IV
Process Verification and validation............................1.... . ... 000253

Appendix V
Design Control Procedure

il
This document contains company confidential and/or proprietary information. Do not copy,
distribute, or otherwise communicate the contents of this document without prior written express
consent from Biocompatibies UK Ltd

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. f;\::l_
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATHON NUMBER:
\Vrite the Payment ldentification Number on your check.

A completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be taken to
propetly submil your application and fee payment:

1. Electronicaliy submit the completed Cover Sheet to the Food and Drug Administration {FIJA) before payment is sent.

2. Include a printed copy of this completed Cover Sheet with a check made payable to the Food and Drug Administration. Remember
that the Payment identitication Number must be written on the check

2 Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 956733, 51, Louis, MO 63195-6733. (Nate: In no
case should payment be submitted will the application )

4. if you prefer to sentt a check by a coutier, the courier may deliver the check and Cover Sheet to: US Bank, Attn: Government

CDRH Dacument Mail Center.

Lockbox 956733, 1005 Convention Plaza, St Louis, MO 63101, (Note: This address is for courier delivery only. Contact the US
Bank at 314-418-4821 if you have any questions concerning courier delivery.)

5. For Wire Transfer Payment Procedures, please refer 1o the MDUFMA Fee Payment Instructions at the following URL:
htlp www ida.gov/cdriimdutina/fags html#3a. You are respensible for paying all fees associated with wire transfers.

8. Include a cony of the completedt Cover Sheet in volume one of the application when submitting to the FDA at either the CBER or

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

BIOCOMPATIBLES UK LTD

CHAPMAN HOUSE

FARNHAM BUSINESS PARK
EYDON LANE

FARNHAM, GUS 801

UNITED KINGDOM

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN}

2. CONTACT NAME
Jehn Greenbaum JOHN GREENBAUM

2.1 E-MAIL ADDRESS
johngreenbaum@compuserve. com

2.2 TELEPHONE NUMBER (Include Area Code)
954-610-0178

23 FACSIMILE {FAX) NUMBER (include Area Code)
954-680-0161

Select an application type:
Premarkel notification (510(k)) excepl for third party reviews
D_ Biologics License Application {BLA)
. D Premarket Approval Application (PMA)
- Moduiar PMA
D Product Development Protocol (PDP)
[:] Premarkel Report {PMR)

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

3.1 Setect one of the lypes below:
MOriginal Applicalion

Supplement Types:

[_! Efficacy (BLA)

[ panel Track (M. PMR. PDP)
L1 Rear-Time (PMA, £MR, PDP)
(] 180-day (PMA PMR, PDP)

required qualifying documents to FDA

4.1 lf Yes please enfer your Small Business Decision Number:

E:] YES, | meet the small business criteria and have submitted the

4. ARE YOU A SMALI BUSINESS? {See the inslructions for more information on determining this status )

MNO‘ | am not a small business

APPLICABLE EXCEPTION
U]
[]

This application is the first PMA submitied by a qualified small
business, including any affiliates, parents, and pariner firms

This biclogics application is submitted under section 351 of the
Public Health Service Act for a product licensed for further
manufaciuring use onfy

5. 15 THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE

[]
[]

The sole purpose of the apgplication is to suppon
conditions of use ot a pediatric population

The application is submitled by a state or federal

governmeni entity for a device that is not to be distributed
commercially

ves Mno

6. 18 THIS A SUPPLEMENT TC A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLF USE IN A

PEDIATRIC POPULATION THAT NOW PROPQSES CONDITION OF USE FOR ANY ADULT POPULATION? (if so, the application is
subject to the fee that applies for an original premarket appraval apphication (FMA))

A Y

7. USER FEE PAYMENT AMQUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2004)

hitps//fdastinappd. fa. pov/CEAPPS/imdufmal/coversheet/Index.cim ?luseaction=fuse Rpt...
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

8§/15/2004

5
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CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
i _ _Premarket Submission Cover Sheet
Date of Submission: FDA Document Number;
08/13/2003
Section A Type of Submission
PMA PMA Supplement PDP 510(k) Meeting

O Original Submisston O Reguiar K Presubmission B Original Submission: O  Pre-IDE mecting
O  Modular Submission O  Special O  Original PDP B Traditonal O Pre-PMA mecting
O Amendment O  Panel Track O  Notice of intent 1o start O  Special O  Pre-PDP meeting
O  Report O  30-day Supplement clinical trials O Abbreviated O  (80-day meeting
0 Report Amendment O 30-day Notice O Intention Lo submit O  Additional O Other {specifyy:

O  135-day Supplement Netice of Completion information:

O Real-time Review O  Notice of Completion O  Traditional

O Amendment to PMA O  Amendment to PDP O  Special

a

Supplement

Reporl

0O  Abbreviated

IDE

Humanitarian Device

Exemption

Class Il Exemption

Evaluation of
Automatic Class 11

Other Submission

O  Original Submission O  Original Submission : : Deseribe Submission:
| O Amendment O Original Submission O  Additional information Designation
. 0 Supplement o Amendment O  Original 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

Street Address:  Chapman House,

Farnham Business Park, Weydon Lane

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

| City:

Farnham

State/Province:

Surrey GU9 8QL, U.K.

Country:

England, United Kingdom

. Contact Name:
Dr. Alistair Taylor

Contact Title:
Director of Regulatory Affairs

Contact e-mail address:

alistair.taylor@biocompatibles.com

Section C

Submission Corres

ondent (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):

954-680-0161

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:
Consaltant

Contact e-mail address:
Johngreenbaum@compuserve.com

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Reason for Submission — PMA, PDP, or HDE

Gu‘e

O

New Device

Withdrawal

Additional or expanded imdications
Licensing Agreement

Process Change

O Manufacturing

O  Sterilization

O Packaging

O Other (specity below)

Response to FIDA Correspondence:

O  Request for applicant hold

O  Request for removal of applicant hold

0  Request for extension

O  Request to remove or add
manufacturing site

Other reason (specify);

o

Change in design, component. or specilication:

ao

0]
&
0
O
O
|

Software

Color Additive
Material
Specification

Other (specity below)

_abeling Change:

[adications

Instructions

Performance Characteristics
Shelf Lile

Trade Name

Other (specify below)

O Location Change:
O Manufacturer
O Sterilizer
O  Packager
0O Distributor

O  Report Submission:
O  Annuwal or periodic
O  Post-approval Study
O  Adverse Reaction
O Device Defect
O Amendment

Change in ownership
Change in correspondent

oa

‘Section D2

Reason for Submission — IDE

O New Device O  Change in: O Response to FDA letter concerning:
O  Addition ol institution O  Correspondem O  Conditional approval
0O  Expansion/extension of study O  Design O  Deemed approved
O IRB Certification O Intormed consent 00 Deficient final report
O  Request hearing O  Manufacturer O Deficient progress report
O  Request waiver O Manufacturing process O Deficient investigator report
O  Termination of Study 0O Protocol - [casibility O  Disapproval
0O  Withdrawal of appiication O Protocol  Other O  Request extension of time to respond
0 Unanticipated adverse effect 0O Sponsor to FDA
0O  Notification of Emergency Use O  Request meeting
O Compassionate use request O  Report Submission:
O  Treatment IDE: O  Current investigator
O Continuing availability request O  Annual Progress
O  Site waiver limil reached
O Finai
[0 Other reason (specily):
Section D3 Reason for Submission — 510(k)
O New Device O Change in Technology O  Change m Materials
O Additonal or expanded indications O  Change in Design O Change in Manufacturing process
W Other (specity). New Manufacturing Site
Section E Additional Information on 510(k) Submissions

Product codes of devices to which substantial equivalence is claimed:

and effectiveness date:

Summary of, or statement concerning. safety

1

HCG 2 3

4

5 6

B 510(k) summary attached

7

3 9

10

11 1

QO 510k statement

Information on devices to which substantial equivalence is claimed:

510(k) Number

Trade or proprietary or model name

Manufacturer

1

l

K023089 GelSpheres™ Embolic Agent BioCure, Inc,
% K033761 Gelspheres™ /Bead Block™ Compressible Biocompatibles UK Ltd.
: ‘ Microspheres
! T - 1
5 Rl - 5
[ [ [

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

Lo
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Section F

Product Information — Applicable to All Applications

Common or usual name or classification name:

Artificial Embolization Device

Neurological

Trade or proprietary or model name Model Number
| GelSpheres™ Microspheres t Various
2 Bead Block™ Compressible Microspheres 2 Various
3 3
4 4
3 5
FDA document numbers of all prior related submissions (regardless of outcome):
1 K023089 2 K033761 3 4 5 6
7 3 9 1] 1l 12
Data included in submission: B Laboratory Testing O  Animal Trials O  Human [rials
Section G Product Classification — Applicable to All Applications
Product Code: C.F.R_ Section’ Device Class:
j HCG 882.5950 O Classt B Class |l
Classification Panel: O cClass O  Unclassified

[ndications (from labeling):

GelSpheres™ 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 the nced to submit a
2891 or 2891a Device Establishment Registration form.

FDA 1Yocument Numtber:

Section H

Manufacturing / Packaging / Sterilization Sites

M Original
O Add O Delete

FDA establishment registration nember:

3002124545

M Manufacturer O Contract Sterilizer
O  Contract Manufacturer [ Repackager/Relabeler

Company / [nstitution Nage:

Biocompatibles UK Litd.

I:stablishment Registration Number:

3002124545

Division Name (if applicabic):

PPhone Number (include area code):

+44 (0) 1252 732732

Strect Address: Chapman House,
Farnham Business Park, Weydon Lane

I AX Number (include area code):

+44 (0) 1252 732888

City:
Farnham

State/Provinge:

Surrey

Country: Zip/Postal Code:
England Surrey GU9 8QL

Contact Name:
Dr. Alistair Taylor

Contact Title:

Director, Regulatory affairs

{’ontact e-mail address:

alistair.taylor@biocompatibles.com

B Original
0O Add O Delete

FDA establishment registration number:

NA

O Manutacturer B Contract Sterilizer
0 Contract Manufacturer O Repackager/Relabeler

Company / Institution Name:

Trust Sterile Services

Fstablishment Registration Number:

N/A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Biocompatibles UK Ltd.. 510(k} Pre-Market Notification
GelSpheres™ Microspheres
Bead Block™ Compressible Microspheres

2.0 General Information

2.1 General Information

Biocompatibles UK Ltd. distributes the GelSpheres™ Microspheres
and Bead Block™ Compressible Microspheres (artificial Emboliza-
tion Agent) manufactured by BioCure, inc. GelSpheres™ & Bead
Block are calibrated microspheres intended for the embolization of
hypervascular tumors and arteriovenous malformations. Gel-
Spheres™ and Bead Block™ require use by a qualified clinician
(interventional radiologist) who has the appropriate training and ex-
pertise to use embolic products.

It is the intent of Biocompatibles UK Ltd., in this pre-market notifica-
tion, to market the GelSpheres™ and Bead Block™, manufactured
at the facilities of Biocompatibl s i

ring | ion.

2.2 Legally Marketed Device:
a. Trade / Proprietary Name: GelSpheres™ Microspheres

Bead Block™ Compressible Mi-
crospheres

b. Classification Name / code Common Name:

Artificial embolization device
(HCG) Embolic Agent

c. Establishment Registration: # 3002124545

¢. Manufacturing Facility: Biocompatibles UK Ltd.
Chapman House
Farnham Business Park
Weydon Lane
Farnham, Surrey,
England GU9 8QL

e. Classification: Class |l

This document contains company confidential and/or proprietary information. Do not copy, dis-
tribute, or otherwise communicate the contents of this document without prior written consent

from Biocompatibles UK Ltd ., Inc.
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. MZ}A Z,
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Biocompatibles UK Ltd..

510(k) Pre-Market Notification
GelSpheres™ Microspheres
Bead Block™ Compressible Microspheres

f. Reason for 510(k): Change in manufacturing site

g. Equivalent Devices: GelSpheres™ and Bead Block™

is substantially equivalent to:

o GelSpheres™ Microspheres
BioCure, Inc, (K023089)

e Gelspheres™ Microspheres
Bead Block™ Compressible
Microspheres
Biocompatibles UK Ltd.
(KO33761)

h. Standards / Special Controls:

Artificial embolization devices have no special controls as pub

lished by FDA in 2004. Biocompatibles UK Ltd. meets the re-
quirements of the Guidance for Neurological embolization de-
vices (Feb 2004). Biocompatibles UK Ltd. GelSpheres™ con-
form to the following recognized standards.

21CFR820; 1996: Quality System Regulation

Guidance For Industry; 2004: FDA Guidance for
Neurological Embolization 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 genctoxicity,
carcinogenicity and reproductive toxicity.

ISO/EN 10993-4; 1993 Biological Evaluation of
Medical Devices, Part 4: Selection of tests for in-
teraction 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 lrritation and
Sensitization.

This document contains company confidential and/or proprietary information. Do not copy, dis-
tribute, or otherwise communicate the contents of this document without prior written consent

from Biocompatibles UK Ltd., Inc.
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Biocompatibles UK Ltd..

510(k} Pre-Market Notification
GelSpheres™ Microspheres £ O
Bead Block™ Compressible Microspheres 6

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

ISO/EN 10993-13; 1995 Biological Evaluation of
Medical Devices, Part 13: Identification and Quan-
tification of potential degradation products from
polymers.

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

AAMI 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 rou-
tine control — Industrial moist heat sterilization 2™
edition.

ANSI/AAMIISO 14937; 2000 — Steritization of
Health Care Products — Characterization of a Ster-
ilizing Agent and the Development, Validation and
Routine Control of a Sterilization Process for
Medical Devices.

This document contains company confidential and/or proprietary information. Do not copy, dis-
tribute, or otherwise communicate the contents of this document without prior written consent

from Biocompatibles UK Ltd., Inc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. -~ i{
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(‘Qﬁ;,
Page 1 of 1

510(k) Number(if known):

Device Name: GelSpheres™ Microspheres
Bead Block™ Compressible Microspheres

Indications For Use:

"GelSpheres™ 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)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ,_5;;”)
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Biocompatibles UK Ltd.. 510(k) Pre-Market Notification

GelSpheres ™ Microspheres
Beadblock™ Compressible Microspheres

e a- o
Certification Statement §

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.

egls

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

29 Jaty ooy
Date

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

510(k) Pre-market Notification Number

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

Beadblock™ Compressible Microspheres

i

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 GelSpheres™
Microspheres and Beadblock™ 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
(2000)

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

e |SO 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

+ EN 554 — Sterilization of Medical Devices — Validation and
Routine Control of Sterilization by Moist Heat

¢ ISO/EN 11607 — Packaging for terminally Sterilized devices

¢ |50 14971 - Medical devices — Risk management — Part 1:
Application of risk analysis

Alistair Taylor, Director, Regulatory Affairs, Biocompatibles UK Ltd.
29 Judngolood .
Date

GelSpheres™ /Beadblock Compressible Microspheres
510(k) Premarket Notification Title

510(k) Premarket Notification Number

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. — j(_
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Biocompatibles UK Ltd.. 510(k) Pre-Market Notification
GelSpheres ™ Microspheres
Bead Block™ Compressible Microspheres

510(k) 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

CFR Section: 882.5950

Biocompatibles UK Ltd.

GelSpheres™ Microspheres

Bead Block™ Compressible Microspheres
510K Number: #K033761

Product Code: HCG

CFR Section: 882.5950

Indications for Use and Intended Population

“GelSpheres™/Bead Block™ Compressible Microspheres are indicated for
Embolization of hypervascular tumors and arteriovenous malformations
(AVM’s).

Device Description

GelSpheres™ 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). GelSpheres™ 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 (GelSpheres™ are

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. /%7)
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Biocompatibles UK Ltd.. 510(k) Pre-Market Notification

GelSpheres™ Microspheres
Bead Block™ Compressible Microspheres

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.

GelSpheres™ 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 GelSpheres™ /Bead Block™ Compressible
Microspheres in sterile physiologic buffered saline (PBS) to a volume of 8
mL, and (2) 2.0mL GelSpheres™/Bead Block™ Compressible
Microspheres in sterile PBS to a volume of 8 mL.

GelSpheres™ and Bead Block Compressible Microspheres are supplied in
several unit sizes covering the range from 100um to 1200um diameter.

At the time of use, GelSpheres'™/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.

Similarities and Differences to Predicates

The Intended Use of GelSpheres™ /Bead Block™ Compressible
Microspheres and the predicate device are the same and unchanged other
than product names. This pre-market notification addresses the change of
the final packager from BioCure, inc to Biocompatibles UK LTD.

There are more similarities than differences when comparing
Biocompatibles, GelSpheres ™/Bead Block™ to the predicate devices.

Performance Standards

GelSpheres ™/BeadBlock Compressible Microspheres meet the following
Performance Standards:

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

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

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

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

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

<\
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Biocompatibles UK Ltd.. 510(k} Pre-Market Notification 6
GelSpheres™ Microspheres 1‘8
Bead Block™ Compressible Microspheres

o [SO/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.

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

¢ |SO/EN 10993-13; 1995 Biological Evaluation of Medical Devices,
Part 13: Identification and Quantification of potential degradation
products from polymers.

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

« AAMI TIR 22;1998 — Guidance for application of EN 11607,
Packaging for terminally sterilized products

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

o  ANSI/AAMINSO 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.

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

Conclusion

There are more similarities than differences between the predicate device
and the Biocompatibles GelSpheres ™/Bead Block™ Compressible
Microspheres. The product, manufacturing and primary packaging are
unchanged from K023089/K033761. The predicate device and
GelSpheres ™/Bead Block™ Compressible Microspheres have the same
intended use, warnings and contraindications. The predicate device and
GelSpheres ™/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
GelSpheres ™/Bead Block™ Compressible Microspheres are safe and
effective, as indicated, for the intended use.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ZAl (-
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Biocompatibles UK Ltd.. 510(k) Pre-Market Notification
GelSpheres™ Microspheres
BeadBlock™ Compressible Microspheres

5.0 Device Description

5.1 General Device Description

GelSpheres™ Microspheres and Bead Block™ Compressible Microspheres (Artificial
Embolization Agent) are preformed soft, deformable microspheres that occlude
arteries for the purpos\%a(blocking the blood flow to a target tissue, such as a fibroid
or a cancerous tumorsGelSpheres™ 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 dyet?/
blue to aid in the visualization of the microspheres in the delivery syringe. i
GelSpheres™ 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
(GelSpheres™}) or pre-filled syringes (Bead Block ™).

Two quantities will be available in vials:

(1) 1.0 mL GelSpheres™ Microspheres in sterile physiologic buffered saline (PBS) to
a volume of 8 mL.

(2) 2.0mL GelSpheres™ Microspheres in sterile PBS to a volume of 8 mL.

Two quantities will be available in pre-filled syringes: ,/

(1) 1.0 mL Bead Block™ Compressible Microspheres in syringes to a volume of 5
mL.

(2) 2.0mL Bead Block™ Compressible Microspheres in syringes to a volume of 5
mL.

The shelf life of GelSpheres™ Microspheres and Bead Block™ Compressible
Microspheres is 2 years minimally.

Undyed GelSpheres™ Model numbers beginning with the letters UB are provided in
vials and contain 11% AMPS co-monomer. Blue dyed GelSpheres™ beginning with
the letters VE are provided in vials and contain h co-monomer. Bead
Block™ Compressible Microspheres Model numbers beginning with the letters
series are provided in a pre-filled syringe and contain H and are dyed Blue
as described below. There are no other differences between the GelSpheres™
Microspheres and Bead Block™ Compressible Microspheres. Detailed discussion of
GelSpheres™ Microspheres and Bead Block™ Compressible Microspheres
chemistry is provided later in this section.

GelSpheres™ Microspheres and Bead Block ™ Compressible Microsphere i is
supplied in several units covering the range from 100um to 1200um diaméter. The
product size ranges are listed below:

This document contains company confidential and/or proprietary information. Do not copy, distribute, or
aheswre TOBMAUNFERACDR I ENII AT s RAG NS PA MIRS@I SRS YBTISNLSPBERREMBincompatibles LIK L‘ ‘
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Biocompatibles UK Ltd.. i 2 810(L)28re-Market Notification

GelSpheres™ Microspheres 0
BeadBlock™ Compressible Microspheres 1 4

100-300pm
300-500um
500-700pm
700-900pm
900-1200pum

Figure 5-1: GelSpheres™ Embolic Agent (ca. 500um diameter)

/
At the time of use, GelSpheres™ Microspheres and Bead Block™ Compressible 3{
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.

Figure 5-2: Bead Block™ geometry and
appearance in Catheter Lumen /

The vial containing GelSpheres™ Microspheres is, packaged in a cardboard box.
GelSpheres™ are contained in a sealed glass vial. The vial contains the GelSpheres™ in a
solution o- PBS. 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. GelSpheres™ are labeled as “NON PYROGENIC". The GelSpheres™
Microspheres is for single-use only. Vial stopper caps are color coded according to the size
of the GelSpheres™ contained in the vial.
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Biocompatibles UK Ltd..

Pre-filled syringes with Bead Block™ are packaged in a polycarbonate tray with Tyvek® Iid
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 100-300pm 1ml 4ml
EB1S305 300-500pum 1mi 4mi
EB1S507 500-700pm 1ml 4ml
EB1S709 700-900um 1ml 4ml
EB1S912 900-1200pm iml 4ml
EB25103 100-300um 2mli 3ml
EB25305 300-500um 2ml 3ml
EB2S507 500-700um 2ml 3ml
EB2S709 700-900pm 2ml 3ml
EB2S5912 900-1200pm 2ml 3ml
GelSpheres™ Microspheres™ is available in the following configurations:

Product Code | Size Range Quantity Bead Block | Quantity Saline
uB1v103 100-300pm 1ml m!
UB1V305 300-500um 1ml ml ]
uB1v507 500-700um 1ml 7ml
UB1V709 700-900pm 1ml 7ml
UB1v912 900-1200pm 1ml 7mi
UB2v103 100-300pm _ 2ml 7ml
UB2V305 300-500um 2ml 7ml
UB2V507 500-700pm 2ml 7mli
UB2V709 700-900um 2ml 7ml

| UB2v912 900-1200um 2ml 7ml

GelSpheres ™ Microspheres™ dyed blue is available in the following configurations:

Product Code | Size Range Quantity Bead Block | Quantity Saline
VE210GS 100-300pum 1ml 7ml
VE410GS 300-500pm 1ml 7ml
VE610GS 500-700um 1ml 7ml
VEB10GS 700-900pm 1ml 7ml
VE1010GS 900-1200pm 1ml 7mi
VE220GS 100-300pm 2ml 7ml
VE420GS 360-500pm 2mi 7mi
VE620GS 500-700um 2ml 7ml
VE820GS 700-900um 2ml 7ml
VE1020GS 900-1200um 2ml 7ml

This document cantains company confidential andfor proprietary information. Do not copy, distribute, or
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Figure 5-3: GelSpheres in Vial

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 GelSpheres™ Microspheres and Bead
Block™ Compressible Microspheres may have several clinical uses, the’indication for

use is the following:

" GelSpheres ™ Microspheres and Bead Block™ Compressible Microspheres is
intended for embolization of hypervascular tumors and arteriovenous
malformations.”
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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 canducted in two prominent peer review journals, Radiology and
Journal of Vascufar 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
o the reviewer examples of Hypervascular Tumors)

. Liver cancer (hepatccellular carcinoma}

. Kidney cancer (renal cell carcinoma)

. Pancreatic cancer

. Bladder cancer A
. Splenic cancer \/
. Spinal tumors

. Biliary cancer

. 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 (100umy). 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 hepatoceliular 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 presence of an AVM the vein expands and pushes against the normal brain tissue.
This may have a variety of neurclogical effects. Often there is a rupture in the

This document contains company confidential and/or proprietary information. Do not copy, distribute, or
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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 GelSpheres™ Microspheres
and Bead Block™ Compressible Microspheres Instructions for Use (see Section 7.0
— Device Labeling).
« Patients intolerant to occlusion procedures
« Vascular anatomy or blood that preciudes catheter placement or emboli injection
« Presence or likely onset of vasospasm
« Presence or likely onset of hemorrhage
« Presence of severe atheromatous disease

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

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

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

« Presence of end arteries leading directly to cranial nerves

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

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

« Do not use GelSpheres™ Microspheres and Bead Block™ Compressible
Microspheres in the following applications:

¢ 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

o The pulmonary arterial vasculature

o Use in any vasculature where the use of GelSpheres™ 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 GelSpheres™ Microspheres and

This document contains company confidential and/or proprieta_ry infqrmation. Do not copy, distribute, or
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Bead Block™ Compressible Microspheres Instructions for Use (see Section 7.0 -
Device Labeling)

“WARNING: Studies have shown that GelSpheres ™ Microspheres and Bead
Block™ Compressible Microspheres do not form aggregates and, as a result,
penetrate deeper into the vasculature as compared to simifarly sized PVA
particles. Care must be taken to choose a larger sized GelSpheres™
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 GelSpheres™ 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 radiopacity agent prior to
injection to permit visualization. GelSpheres™ Microspheres and Bead Block™
Compressible Microspheres, like the predicate device are availabie 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 Biccompatibles UK Ltd. is nearly identical to the
processes used by BioCure, Inc. as described in KO23089. Biocompatibles purchased
the rights to GelSpheres™ Embeolic Agent in September of 2003. A copy of the letter of
accession to use K023089 is attached in Appendix .

This QOcument cc_)ntains company confidential and/or proprietary information. Do not copy, distribute, or Ll
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Schematic of Beadblock cleanroom water purification system

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

Water quality is monitored with a total organic count {TOC) monitor and a resistance
meter which measures water de-ionization levels, the system typically operates at 18
MQ.
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Water quality is additionally monitored by regular endotoxin and bioburden
determination performed at external regulated testing facilities,

5.4.1.4 Manufacturing Flow

The manufacturing process of GelSpheres™ and Bead Block™ consists of

essentially

An outline of the synthetic pathway of GelSpheres™ 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.

5.41.41 _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
ienses

P N ~.

LT T TIrL T
7:0

CHz

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 polyviny! 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. Biflmyer, 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

This document contains company confidentiat and/or proprietary information. Do not copy, distribute, or ,
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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 form tough,
water insoluble particles (Bililmeyer, F W. Jr; ‘Textbook of Polymer Science’, John
Wiley & Son, Inc. Singapore, 1984)

This document contains company confidential and/or proprietary information. Do not copy, distribute, or s
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5.4.1.4.8 Sterilization

GelSpheres™ and Bead Block™ are labeled as “Sterile”. SAL is 10°and in
accordance with AAMIANSI/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.

The Company certifies that Validation and routine sterilization is in conformance with
recognized standards ANSI/AAMI/ISO 11134 and EN 554 and EN 556. The
sterilization process is validated for parametric release. The data on validation of
sterilization cycles used for GelSpheres™ and Bead Block™ is on file at
Biocompatibles UK Ltd. Validation reports are included in Appendix il

The certification that sterilization is in accordance with the recognized standards is
included in Section 3.0 .

5.4.1.5 Extractables

This document contains company confidential and/or proprietary information. Do not copy, distribute, or ;o
otQeestisns?Gomaci FAt4/CRRIVOESER IBF dhERRId: BT ATIHSGI daibhsgittcar ealh3@hi’ Ao BBacomnatihles LIK L- /Z



Records processed under FOIA Request #2015-859; Released by CDRH on 04-11-2016.

Biocompatibles UK Ltd.. 510(k} Pre-Market Notification OGS
GelSpheres™ Microspheres
BeadBlock™ Compressible Microspheres

5.41.6  Pyrogenicity

GelSpheres™ 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 Cambrex, Belgium. Test methods are validated by
Cambrex. Each lot of GelSpheres™ 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 GelSpheres™ are 10ml made of borosilicate clear

5.5.2 Syringe Description

The syringes used with Bead Block™ are 20ml with clear polycarbonate barrel and
colored polycarbonate plunger and white printing of ar. ion

5.5.3 External Packaging

5.5.3.1 External Packaging for Vials

Vials containing GelSpheres™ 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
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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.

This document contains company confidential and/or proprietary information. Do not copy, distribute, or
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2) Dyeing Step and Preparation for Storage
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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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5.7. Device Interfaces

5.7.1 Catheter Delivery

510(k) Pre-Market Notification 6"3'6.
GelSpheres™ Microspheres
BeadBlock™ Compressible Microspheres

GelSpheres™ and Bead Block™ have been tested for compatibility with a variety of

commonly used Microcatheters. A copy of the protocol used for this testing was

included in KO33761. The compatibility testing protocoal includes evaluation of the
following properties:

Aggregation of the embolic agent in the syringe
Catheter clogging

Ease of delivery

Shape of the embolic agent after injection

Catheter I.D. | Micro-Catheter Sg:‘g}ﬁ:& Compatible GelSphere ™/Bead Block™ Size(s)
{in/micron) Model 100-300 [300-500 500-700 | 700-900 | 900-1200
0.024/610 5Fr. S Series
and up AngioDynamics V Series
FasTracker® 325 | S Series
5Fr. V Series
AngioDynamics
0.021/540 FasTracker® 18 | S Series
Cook 3.0 Fr. V Series
0.016/420 Prowler® 14 S Series
V Series
0.013/330 Spinnaker Elite1.8 | S Series
V Series

Table 5-3 Catheter Compatibility

Biocompatibles does not intend to make recommendations for the use of GelSpheres™
or Bead Block™ with specific catheter models. The above information will be provided
to customers as a guide to which delivery catheters have been tested for compatibility
by Biocompatibles.

This document contains company confidential and/or proprietary information. Do not copy, distribute, or
athravise PO FRledbRrOGEIN DRt RACAoTATIB@ BN Woittendansea it deagn Biocomnatiblas UK

t
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510(k) Pre-Market Notification
GelSpheres™ Microspheres
BeadBlock™ Compressible Microspheres

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 Embolic Agent
510K Number: #K023089

Product Code: HCG

CFR Section: 882.5950

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.

........ 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
arteriovenous malformations (AVM'’s). GelSpheres ™/BeadBlock 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
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 available 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 I).

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 Ltd.,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. q ="
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510(k) Pre-Market Notification 5
GelSpheres™ Microspheres
BeadBlock™ 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
K023098 and K033761.

6.3 Discussion on GelSpheres™ and BeadBlock™ clinical testing

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 Ltd.,

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

UV Series VE Series Microspheres -V Series Agent — S Series
{New) (New) EB Series (K023089) (K023089)
(New) (K033761) (K033761)
Device Calibrated microspheres for Calibrated microspheres for Calibrated microspheres for Calibrated microspheres for Calibrated microspheres for
Description embolization embolization embolization embolization embolization
Undyed Blue dyed Blue Dyed Blue Dyed Blue Dyed
Safety Guidance For Industry; 2004: Guidance For Industry; 2004: Guidance For Industry; 2004. Guidance For Industry; 2000: Guidance For Industry;
FDA Guidance for FDA Guidance for FDA Guidance for FDA Guidance for Neurological 2000: FDA Guidance for
& Standards | Neurological Embolization Neurological Embolization Neureological Embolization Embelization Products Neurological Embelization

Products

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

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

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

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

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

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

ISO/EN 10993-13; 1995

Products

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

ISO/EN 10893-3; 1993
Biological Evaluation of
Medical Devices, Part 3: Tests
for genotoxicity,
carcinogenicity and
reproductive toxicity.

ISO/EN 10893-4; 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
Bioiogical 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 10993-13; 1995

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 10983-4; 1993
Bioiogical Evaluation of
Medical Devices, Part 4
Selection of tests for
interaction with biood.

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

ISO/EN 10993-10; 1995
Bioiogical 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 10993-13; 1985

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

ISO/EN 10893-3; 1993
Biolegical 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
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.

ISG/EN 10993-13; 1995
Biological Evaluation of Medicai
Devices, Part 13: Identification
and Quantification of potential
degradation products from
polymers.

Products

ISO/EN 10993-1; 1997
Biological Evaluation of
Medical Devices, Part |
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 109893-10; 1995
Biolegical 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 10993-13; 1995

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 {td.
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BeadBlock™ Compressible Microspheres

GelSpheres™ Microspheres

GelSpheres™ Microspheres

BeadBlock™ Compressible

GelSpheres™ Embolic Agent

GelSpheres™ Embolic

UV Series VE Series Microspheres -V Series Agent -~ S Series
{New) {New) EB Series {K023089) (K023089)
(New) (K033761) {K033761)

Biological Evaluation of
Medical Devices, Part 13:
Identification and
Quantification of potential
degradation products from
polymers.

ISO/EN 11607, 1997 -
Packaging for terminally
sterilized products.

AAMI 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.

ANSIAAMI/ISO 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 Sterilization of
Medical Devices — validation
and Routine Control of
Sterilization by Moist Heat

Biclegical Evaluation of
Medical Devices, Part 13:
|dentification and
Quantification of potential
degradation products from
polymers.

ISO/EN 11607, 1997 -
Packaging for terminally
sterilized products.

AAMI 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.

ANSIAAMI/ISO 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: Sterilization of
Medical Devices — validation
and Routine Control of
Sterilization by Moist Heat

Biological Evaluation of
Medical Devices, Part 13:
Identification and
Quantification of potential
degradation products from
polymers.

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

AAMI 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.

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

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

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

AAMI 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.

ANSIAAMI/ISC 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 Maist Heat

Biological Evaluation of
Medical Devices, Part 13:
Identification and
Quantification of potential
degradation products from
poiymers.

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

5 size ranges up to 1200pm

Indications "GelSpheres™ and "GelSpheres™ and "GelSpheres™ and "GelSpheres™ and "GelSpheres™ and

for Use BeadBlock™ Compressible BeadBlock™ Compressible BeadBiock™ Compressible BeadBlock™ Compressibie BeadBlock™ Compressible
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 tumors and arteriovenous tumors and arteriovenous tumors and arteriovenous hypervascular tumors and
malformations.” malformations.” malformations.” malformations." arteriovenous

malformations "
Expiration 2 years 2 years 2 years 2 years 1 year
Size Range & size ranges up to 1200pm 5 size ranges up to 1200um 5 size ranges up to 1200um 5 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 Ltd.,
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510(k) Pre-Market Notification
GelSpheres™ Microspheres
BeadBlock™ Compressible Microspheres

GelSpheres™ Microspheres

GelSpheres™ Microspheres

BeadBlock™ Compressible

GelSpheres™ Embolic Agent

GelSpheres™ Embolic

UV Series VE Series Microspheres -V Series Agent — S Series
{New) {New) EB Series (K023089) {K023089)
{New) {K033761) {K033761)
1200um
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 Syringe, 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, Reactive Biue 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
Delivery Intravascular catheter Intravascular catheter Intravascular catheter Intravascular catheter Intravascular catheter
Method

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 Bioccompatibles UK Ltd.,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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)
oy, .
- Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

DEC 1 6 2002

BioCure, Inc.

c/o Mr. John Greenbaum
Generic Devices Consulting, Inc.
20310 SW 48™ Street

Fort Lauderdale, Florida 33332

Re: K023089
Trade/Device Name: GelSpheres Embolic Agent
Regulation Number: 21 CFR 882.5950; 21 CFR 870.3300
Regulation Name: Artificial embolization device; Arterial Embolization Device
Regulatory Class: II1
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
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 1o 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 ITI (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 Régister.

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 requirémetits, inctuding, 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 1000-1050.

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 1o a legaily
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.
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Page 2 - Mr. John Greenbaum

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 Comptiance 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.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

WiriamC. Geoveids

4 Celia M. Witten, Ph.D., M.D.
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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510(k) 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 CDRH, Office of Device Evaluation (ODE)

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

; A p (Optional Format 1-2-96)
{(Division Sign-Off) —

Division of General, Restorative

and Neurological Devices

000008
719(k) Number__ 502 3089 Y
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850
FEB - 4 2004

Biocompatibles UK. Ltd

c/o Mr. John Greenbaum
Generic Devices Consulting
20310 SW 48™ Street

Ft. Lauderdale, Florida 33332

Re: K033761 _ .
Trade/Device Name: Gelspheres™ Fiibiolic Agett/Beadlock™ Embolit Agent
Regulation Number: 21 CFR 882.5950
Regulation Name: Artificial Embolization Device
Regulatory Class: 1II oo
Product Code: HCG
Dated: November 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
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 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 rqdiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

L
Questions?.Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. \) 5
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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 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 genieral information on your responsibilitiés under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

J‘g(Celia M. Witten, Ph.D., M.D.
Director °
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure

S
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. (b ’{
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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 hypervascular tumors and artetiovenous. . . _ .
malformations.

Prescription Use \/ AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)
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Biocompatibles UK Ltd..
510(k) Pre-Market Notification
GelSpheres™ Microspheres
Bead Block™ Compressible Microspheres

7.0 Proposed Labeling

GelSpheres™ 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 KO33761.

Sample labels for all versions of GelSpheres™ and Bead Block are on the
pages which follow.

This document contains company confidential and/or proprietary information. Do not copy,
distribute, or otherwise communicate the contents of this document without prior written express
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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Biocompatibles UK Ltd.. .
510(k) Pre-Market Notification

GelSpheres™ Microspheres
Bead Block™ Compressible Microspheres

7.1 Package Labels

7.1.1 Sample Label for Vial

This document contains company confidential and/or proprietary information. Do not copy,
distribute, or otherwise communicate the contents of this document without prior written express
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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Biocompatibles UK Ltd.. OE;}
510¢k) Pre-Market Notification

GelSpheres™ Microspheres

Bead Block™ Compressible Microspheres

7.1.2 Sample Label for Syringe

This document contains company confidential and/or proprietary information. Do not copy,
distribute, or otherwise communicate the contents of this document without prior written express
consent from Biocompatibles UK Ltd.
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GelSpheres™ Microspheres
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7.2 Instructions For Use

7.2.1 IFU for Vial

This document contains company confidential and/or proprietary information. Do not copy,
distribute, or otherwise communicate the contents of this document without prior written express
consent from Biocompatibles UK Ltd.
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GelSpheres™ Embolic
Agent

INSTRUCTIONS FOR USE

STERILE
SINGLE USE ONLY
NON-PYROGENIC

Sterilised by steam

Do not use if the package is opened or
damaged

DESCRIPTION:

GelSpheres comprises a range of
hydrogel microspheres that are
biocompatible, hydrophilic,
nonresorbable and precisely /
calibrated. GelSpheres microspheres
are produced from polyvinyi alcohol
and are available in the following size
ranges:

Size Label
Colour | |

100 — 300 um Yellow

300 - 500 um | Blue

500 — 700 um Red

700 — 900 pm Green

900 — 1200 um | Purple
PRESENTATION:
Syringe

e Syringe of 20 ml.

e Syringe is presented in a sterile,
sealed pre-formed Tyvek® peel-
away tray with a label colored to
denote the specific size range.

e FEach syringe contains
approximately 1 mi or 2 ml of
GelSpheres microspheres in non-

pyrogenic, sterile, physiological
buffered saline. Total volume of
saline and GelSpheres

microspheres is 5 ml.

« Each syringe is intended for single

86 patient use only. Do not
resterilise. Discard any unused
material.

Vial

s QGlass vial of 10 mi.

¢ Stopper sealed by an aluminum
cap equipped with a colored cap.

+ Each vial contains approximately 1

m o 2 ml of GelSpheres
microspheres in a non-pyrogenic,
sterile, physiological  buffered

saline. Total volume of saline and
GelSpheres microspheres is 8ml.
¢ FEach vial is intended for single

patient use only. Do not
resterilize. Discard any unused
material.

INDICATIONS:

GelSpheres microspheres are

intended to be wused for the
embolization of hypervascular tumors
and areriovenous  malformations
(AVMs).

CLINICAL APPLICATIONS:

The scientific literature provides
extensive documentation of
embolization procedures using a wide
variety of artificial agents in both
neurological and peripheral vascular

systems, including the head, neck,‘\/

spine, liver, genitourinary tract, uterus,
gastrointestinal system, limbs and
lungs. A representative bibliography is
provided following these instructions
for use.

CONTRAINDICATIONS:

1. Patients intolerant to occlusion
procedures.

2. Vascular anatomy or blood flow

/

that precludes catheter placement

or emboii injection.

3. Presence or likely onset of /

vasospasm.
4. Presence or
hemorrhage.

likely onset of

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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5. Presence of severe atheromatous
disease.

6. Presence of feeding arteries
smaller than distal branches from /

which they emerge. ;

7. Presence of patent extra-to- /
intracranial anastomoses or
shunts.

8. Presence of coliateral vessel
pathways potentially endangering ;
normal territories during
embolization.

9. Presence of end arteries leading /

directly to cranial nerves.

10. Presence of arteries supplying the

lesion not large enough to accept
GelSpheres microspheres. ‘

11. Vascular resistance peripheral to /
the feeding arteries preciuding
passage of GelSpheres
microspheres into the lesion.

12. Do not use GelSpheres
microspheres in the following
applications:

i. Embolization of large diameter
arteriovenous shunts (ie. wherg/
the blocd does not pass
through the
arterial/capillary/venous

transition but directly from
artery to vein. o
i. The pulmonary arterial

. vasculature.
iii. Any vasculature where the use

s i
4

could pass directly into the
internal carotid artery or the
above listed vessels.

WARNING: Studies have shown
that GelSpheres 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 GelSpheres Embolic Agent
when embolizing arteriovenous
malformations with large shunts to
avoid passage of the microspheres
into the pulmonary or coronary
circulation.

The colour
microspheres

of the GelSpheres
could be visible

through the skin if injected into
arteries feeding superficial tissues. /

CAUTIONS:

» Do not use if the syringe, vial or .
packaging appear damaged. /

» Sterile and single use product. Do
not reuse.

» Select the size and quantity of
GelSpheres microspheres
appropriate for the pathology to be
treated.

» Embolization with GelSpheres
microspheres should only be /
performed by physicians who have
received appropriate interventional
occlusion training in the region
intended to be embolized.

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

of GelSpheres Embolic Agent /

POTENTIAL COMPLICATIONS:

1. Undesirable reflux or passage of
GeiSpheres  microspheres  into
normal arteries adjacent to the -
targeted lesion or through the /
lesion into other arteries or arterial
beds, such as the internal carotid

artery, pulmonary, or coronary
circulations. ‘_
2. Pulmonary embolization. / _ /
3. Ischemia at an undesirable
location. _
4. Capillary bed saturation and tissue /
damage. //
5 tischemic stroke ar ischemic
infarction. ,
6. Vessel or Ilesion rupture and /
hemorrhage.
7. Neurological deficits

cranial nerve palsies.
8. Vasospasm.

including/
/

9. Death. Vs ,
10. Recanalization. /
11. Foreign body reactions

necessitating medical intervention. )
12. Infection necessitating medical /
intervention.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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13. Clot formation at the tip of the
catheter and subsequent
dislodgement,

CONSERVATION AND STORAGE:

o GelSpheres microspheres must be
stored in a cool, dry and dark place

in its original packaging. /

+ Use by the date indicated on thef
syringe/vial iabel. (
» Do not freeze. !

INSTRUCTIONS FOR USE:

¢ Carefully evaluate the vascular
network associated with the lesion
using high resolution imaging prior
to beginning the embolization
procedure.

s GelSpheres microspheres are
available in a range of sizes. Care
should be taken to choose the
appropriate  size  GelSpheres
microspheres that best matches
the pathology (ie. vascular
target/vessel size) and provides
the desired clinical outcome.

« When embolizing arteriovenous
malformations, choose a particle
size that will occlude the nidus
without passing through the AVM.

s Choose a delivery catheter based
on the size of the target vessel.
GelSpheres  microspheres  can
tolerate temporary compression of
20% to 30% in order to facilitate
passage through the delivery
catheter.

« Introduce the delivery catheter into
the target vessel according to
standard techniques. Position the
catheter tip as close as possible to
the treatment site to avoid
inadvertent occlusion of normal
vessels.

o GelSpheres microspheres are not
radio-opaque. It is recommended
to monitor the embolization under
fluoroscopic  visualization by
adding the desired amount of
contrast medium to the physiologic
suspension fluid.

To deliver GelSpheres
microspheres.

Pre-Filled Syringe:

Directly aspirate 5 m! of contrast
medium into the syringe to obtain
an approximate 50% contrast and
approximate 50% saline solution
mix. Remove all air from the
syringe. To evenly suspend the
GelSpheres microspheres/contrast
solution, gently invert the 20 ml
syringe several times. Attach the
20 ml syringe to one port of the
luer-lock 3-way stopcock; and, if
desired, a delivery catheter may be
attached to the remaining port on
the stopcock. Wait several
minutes to allow the GelSpheres
microspheres to suspend properly.
Draw the GelSpheres
microspheres/contrast solution into
the injection syringe slowly and
gently to minimize the potential of
introducing air into the system.
Purge all air from the system prior
to injection. Inject the GelSpheres
microspheres/contrast solution
from the injection syringe under
fluoroscopic visualization using a
slow pulsatile action, while
observing the contrast flow rate. If
there is no effect on the flow rate,
repeat the delivery process with
additional injections of GelSpheres
microspheres/contrast solution or

larger sized GelSpheres
microspheres may be considered.
If the GelSpheres

microspheres/contrast solution
requires re-suspension, gently
invert the 20 ml syringe several
times, Exercise conservative
judgment in determining the
embolization endpoint.

Vial:

After shaking the bottle containing
the GelSpheres microspheres,
dilute the GelSpheres
microspheres with contrast
medium either in metallic /
stainless steel cup or directly in the
syringe. Take care to ensure
proper suspension of the particles

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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in the contrast medium to enhance
particle distribution during
injection. Draw the GelSpheres
microspheres into a syringe needle
of a size greater than or equal to
19 gauge (1.07 mm). Slowly inject
GelSpheres microspheres into the
delivery catheter under
fluoroscopic  visualization  while
observing the contrast fiow rate. If
there is no effect on the flow rate,
choose a larger size particle and

repeat the delivery process.
Exercise conservative judgment in
determining the  embolization
endpoint.

Upon completion of the treatment,
remove the catheter while
maintaining gentle suction so as
not to dislodge GelSpheres
microspheres  still  within  the
catheter lumen.

Discard any open, unused
GelSpheres microspheres in the
Pre-Filled Syringe or Vial.

PACKAGE LABEL.:

R E F Catalog Number

LOT

@
N

Do not reuse

Use

STERILE H Steam Sterilized

Use before

Batch Number/Lot Number

Attention see Instructions For
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Patents
US 5,583,163 Bea

Other patents pending

Bead Block™ Embolic Agent
INSTRUCTIGNS FOR USE
STERILE
SINGLE USE ONLY
NON-PYROGENIC
Sterilised by steam
Do not use if the package is opened or damaged

Q3161 0 2003

7 e-1 08 2003

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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STERILE SINGLE USE ONIY - NON-PYROCENIC
Sterilised by steam
Do not use if the package 5 opened or damagerd

DESCRIPTION

Bead Block romprises a range of hydrogel micraspheres tat arc Bocompatibls,
hydrophilic, nonresortable and precisely calibrated. Bead Block inicrospheres are
produce from palwinyl alcohal and are available in the following size ranges:

Size Label Colour
100 - 300 um Yellow
300 - 500 pm Blue
500 - 700 um Red
700 - 900 pm Green
900 - 1200 um Purple
PRESENTATION
Syringe

* Syringe of 20 ml.

+ Syringe s presented in a sterile, scaled pre-formed Tyvek | peel-away tray with a
labe! coloured to dencte the specific size range.

» Each syringe contains approximately 1 mil or 2 ml of Bead Block microspheres in
non-pyrogenic, sterile, physiclogical buffered safine. Total volume of saline and
Bead Block microspheres is 5 mil

« Each syringe fs intended for single patient use enly. (30 not restrilse. Discard
any unbsed materal,

Vial

» Glass vial of 10 ml.

+ Stopper seated by an aluminum cap equipped with a coloured cap

= Lach vial contains approximately 1 ml or 2 mi of Bead Block microspheres in a
nen-pyrogenie, stesile, physiological buffered saline. Total volume of saline and
Brad Block microspheres is 8ml.

« tach vial is interkled for single patient use only. Do not resterilise. Discard any
unused mitertal,

INDICATIONS

Bead Block microspheres are intended to be used for the embolisation of
hiypervascutal tumours and arteriovencus matformations (AYMs)

CLINICAL APPLICATIONS

The scientific literature provides extensive documentation of embolisation
procedures using a wide variety of artificial agents in both neurological and
peripheral vascular systems, including the head, neck, sping, hver, genitaunnary tract,
uterus, gastrointestinl system, limbs and Jungs. A representative bibliography 1s
provided following these instructions for Lse.

CONTRAINDICATIONS

1. Patients intolerant to occlusion procedures
2. Vascular snatomy or blood flow that preciudes catheter placement or embol
injection.

3. Presence or likely onset of vasospasm.

4. Presence or fikely onset of haemormage.

5. Presence of severc atheromatous disease.

6. Presence of feeding arteries smaller than distal branches from which they

EErge.

7. Presenice of patent extra-to-intracranial anastomoses or shunts

8. Presence of collateral vessel pathways potentially enclatigering noratal
territories. during embolisation

9. Presence of end arteries leading directly to cranial nerves

10. Presence of arteries supplying the losion not large enough to accept Beac
Block rmicrospheres

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. \ \ b;
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11, Vascular resistance peripheral to the feeding arteries preciuding passage of

Bead Block microsphercs inte the lesicn.

12. Do not use Bead Block microspheres in the fallowing applications:

i. kmbofisation of large diameter arteriovenous shunts (ie. where the: blood
does ok pass thiotgh the: arterialicapilaryivenous transition but directly
from artery to vein.

ii. The pulmonary arterial vascUlature,

iit, Aryy varsculature whiere the use of Bead Block Embaolic Agent coud pass
directly into the internal carotid artery or the above listed vessels,

WARNING: Studies have shown that Bead Block microspheres do not
form aggregates and, as a result, penetrate deeper into the vasculature
as compared to similarly sized PVA particles. Gare must be taken to
thoose a larger sized Bead Block Embolic Agent when embolising
arteriovenous malformations with large shunts to aveid passage of the
microspheres into the pulmonary or coronary circulation.

The colour of the Bead Block microspheres could be visible through the
skin if injected into arteries feeding superficial tissues.

- CAUTION

« Du nut Lse if the syringe, vial or packaying appear damaged.

» Sterile and single use product. Do not reuse.

« Select the size and quantity of Bead Block microspheres appropriate for the
pathology to be treated.

« Embolisation with Bead Block microspheres should onty be performed by
physicians who have recelved appropriate interventional occlusion training in the
regior intended to be embolised

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

POTENTIAL COMPLICATIONS

1. Undesiable ieflux or passage of Bead Block microspheres into normal
arteries adjavont to the targated lesion or through the lesion ntd other
arteries or arterial beds, such as the intermal carotid artery, pulmonary, o
coronary circulations.

Pulirionary embolisation.

Ischaciia Al an undesirable locstion.

Capillary becl saturation and tssue damage

Ischaemic stroke or ischacmic infarcaon.

Wessel o lesion rupture and haemorthage.

Neurological deficies inciuding cronial nerve palsies

Vasospasm.

. Death.

10, Recanalisation.

11, horeign body reactions necessitating medical intervention.

12 infection necessitating medical intervengon.

13, Clot formasion at the tip of the catheter and subsequent dislodgensent
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CONSERVATION AND STORAGE

Bead Block micraspheres must be stored in a cool, dry and dark place in its
original packaging.

Lise by the date indicated on the syringodvial label.

Do not fraeze.

- INSTRUCTIONS FOR USE

Carafully evaluati the vascular network associated with the lesion using high
resolution imaging pio ta beginning the emboksation progedure.

Bead Block micrusphares arc available in a range of sizes. Care should be taken
1o choose the appropriate size Bead Block microspheras that best matches the
pathology (ie. vascutar targetivessel size] and provides the desired clinical
outeome.
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Biapiaou Tou kabETHpa TTApoYTis.

»  DidtyeTe Tov kaBeThpa TAPOYC 70 QYYEID-GTAXD, TUUGWVT LE TIPATUTIES

TexvIKES. TomoBemoTe v dkan Tou kaBErpa 600 To BUVITOV THo Kovid o
BEan BepaTieiag, £T01 WATE Vo ATTOPUYETE T akoldia aTogpaln Twy
PUTIOAGYIKIIV OYYE(WY

« Tapkpoopapidia Bead Block Bev eivas akmvoakiepd, ZuvioTasal n

nopakoAouBnan mg epBokg umo QKTIVOOKOTTIKA OTTEIKOVIOT), TIpOCEETOVTaG
T EMBUHNTA TOOONTA OXIOYPOGIKOU LETOU OTO (PUOIDATYIKD UYDO
EVARUONONG.

= [io Ty Tiapoyn T pikpootpaipidiwy Bead Block.

Npoyzpiouivn dUpiyya:

o Avappognate ameuBziog 5 ml axioypepikol pigou pioa atn gUpivya yia
VO QITOKTTGETE Eval pivpa amd 50% mepimou oriaypapikod pegou kai 50%
Tepimoy aAatolxou diokipatog. ApdipioTe GAov Tov afpa amé m aUpiyya.
T opoiduoppn evaitipnar Tou Srakycmog pikxpoapaipibiviy Bead
Block/gkiaypapikod HEOU, ovaoTpEWTE aTakd m dlplyyd Tuy 20 ml
apkeTeg papkg, NpogapmoTe m oUplyya Twy 20 ml g pia ot g Tpiodng
oTpd@Iyyas luer-iock kot av EMBUETE, PTIOREITE Vo TTOOGPTNGETE EVav
KaBemipa Tapoyic oy AN o Trévn oy atpdgryya. NMepiyevere
CPKETA ACTTTA, £101 GIITE Va EITITPATIE 1] GWOTH Evapnon Twy
Uikpoagaipibiuy Bead Block. AvappogaTe To Siadupa pikpoopaipibicy
Bead Block/okiaypagikod pEgoy piaa o oUpiyya Eveong Bpadiw ke
A, ET WGTE va EACaToTToINfel 1) BuvaromTa Elsaywyng aipa pEaa
oTo cuaTrpa. EfgeptuoTe Gho Tov aipa atlio 10 GUCTEG TIpIv OTTO Ty
eveon. EvEcars To Sithuya pikpoogaipibity Bead Blockiokiaypapikad
aou rmd ™ GUpiyya EVEOTC UTTO OKTIVOOKOTTIKR OTTEIKOVION,
YPnooTIovTag P Bpadeia raMikr kivnar, evis Topampeire my
TaxUTnTa pong ToU OKIYKpIKOU PEToL. Av BEv UTIAPYEI ETTIBpacT) TTave
aTy TayUmTa pong, enavakafers 1 Siadikagia mapoyRg pe EMMpoodereg
evideic Tou Siahdpareg pikpoopaipidiwy Bead Block/okiaypagikod yégou
) TTOpEl va BOKIAGETE Ta KEYAAITEPOU peyiBoug pikpoopaipldic Bead
Blogk Av 1o Bidhupa prpeogaipidiuy Bead Blockioriaypagikol péaou
XPEIQOTES VEQ EVAILUPNOT], OVOCTREWTE ATTCIAG Tr CUPIYYa Twv 20 m
apkeTEC gopic. Epoppodete ouvmpnikn kpian yia Tov kaBopiapd Tou
ehiol anpeiou epfiodnc.

Prahidio:

o MeTa My avaxivion g gIaAng Tou TIEpIEXE Ta pixpoagaipibic Bead
Black, apoitisste 1d pikpoaqeopiBia Bead Block pe To oxiaypagikd pEgo,
EiTE O PETAAMIKO/ITTO avoleiBwro xaAuPa kUi eits ammeuBeiag Piga o
aupiyyee. MpoaEEre 101 LOTE v ttnceakioere CwaTr Evaikpnon Tuk
CWHATIBIY 070 CKIGYPARIKG PEaD, £101 WOTE va auinBei n katavopn Twy
alopomBiwy Kot m BIGpKED Mg Evedng, AvOppoIPROTE Ta WIKpoTUIpidIa
Bead Block péoa ot pia Beadva g0pivyag peyeBous peyahltepou aTma r igo
He 19 gauge (1,07 mm). Evégare paliw 1a pipoaipaipidia Bead Block
Wbau aTov KABET PO TApEYC UTTO OKTIVOTKOTTIX OTIEIKGVION, £v0)
TGPATNOETE TV TAYUTATA AONG TOU aKIaYPAGIKOD LECOU, Ay BEv UTdpXE!
amoTEALTH, TTAvW oY TaxumTa porc, sMAESE éva peyahotepo piyeBog
aomlwy kal emavoPete m BioBikagic mepoxnc. Egapuolet
GUVINENTIKA Kpio Yid Tov x0Bopidpo Tou Tekod anpiou epPos.

= Kara Ty chokhipuworn M Bepaneiag, apaipore Tov kaBewipa, svw Slarnpeelte

amadi) avappoPnan, ETT1 waTE Yol PNy exromaToly Ta pikpoopaipidia Bead
Block Trou eiven akdpa yEga atov auAd Tou kaBempa.

& ATioppiyTE oTOIABATIOTE OVOIKTA, GYENoINOTIOINTa pikpocpaipibia Bead

Black, Tiou Bpigkovial gy TPCYEPITEYT SUpIvYD N TO GIaAiBIo,
ETIKETA IYIKEYAZIAL:

RE F ApIBuOC kaTahDyou

Lar

i ApiBpoc mapTidag

U516-1 08 2002

Na pnv emavaypnoipgotioletan

Npogoxn Phéme obnyieg xpriong

ATOGTEIDUWBNKE PE aTpO

N -
; Xphon £ux;

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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aipa Be BiEpYETAl BopETou TG apTnplaKAg/TpiXos BoUGPALRIKAG .
peTaPaonc, alhd ameuBeiog amé aptnpia O GAERC).

i, T TVEUMDVIKG GpINEICKS CYYEICKO GUTTRUD.

iil. OrioIoBATIaTE ayYEIOKG JUaTNUE STTou 0 EfoAkas Tapayovrag Bead Block
Bl TopouoE katd T xpfieh va BIEAE ameEuBeiag PEoT OTHY LOWTEDIKA
*QpUITiIBE { CTE TEPATIAV OVaPEPOLEVT OVYEd.

MPOEIACNOIHEH: Mehéreg xouv Beia omiTa wikpoagaipiBia Bead Black
Bev oxnUOTITowY CUCTWHOTHRCTA Kat, WG amroTEAcopa, SiEobuouv
fabiTepa péca oTo oyyeiKs oUATNPG OF GUYKPIOT] e To Trapopioioy
pryébous owparifia PVA. Mpéme va Siveral Tpogoxr kad Tv emAcyR 2vég
peyahiTepou peyEBoug epfioiiol Tapdyovta Bead Block, orav
Bnpioupyeiren epfols] g€ aptnpioghePuberg SugTrhagieg e peyakss
BiiuyEc, ETon wore vo anogedyeral n BidBaon Twy pixkpoopapiSiwy péca
oY TVEUpovIKA ] TH OTEPAVIRi Kukhogopid.

To yptoya TwY yIKpoagaipiBivy Bead Block Bu pwopodos va sivar opard
Slap£oou Toy SEpATOS av EviovTav UEGR OIS BpTNPIES TTOU TPOGOSOTOUY
TOUE EMTTOAGG 10TOUC.

#% OAHVIEE MPOIOXHE:

o M xpRotpoTeies av iy capiya, To giakidio f n CUOKEUCTia gaiverar o7 Exgl
urooTel Jnpid.

Mpoidy aTFOGTE BWEVO KAl HOVO JIag Xphang. Mn T emavaypnCINoTIOIETE.
Emhégrme To kardhhnho péyeBog kal ToodmTa Ty pikpocpaipibivy Bead
Block yia Ty TTABOROYIKT KATGGTAGH TTou TIPGKENTA! ver UTToPANESE] ot
Bepameic,

H epPokn Je pikpoopaipidia Bead Block Su Tipémiel va exTeheitar pove atto
YIOTpONIG, 01 0TT0iD! £X0UY AGBE! kaTdAknAR exTIaiSEUON GXETIKA L TV )
enéyRaon arioppng aTy Tepicy Tou TrpdkeiTar va SnuicupynBei n eypoh.

NPOEOXH: ) ) )
H opoomovBiaks vopoledio Twy H.NA. emmpémer ty Twhnon aurig Tng
GUOREURS 0116 1aTpO 1] KATATIIY EVTOARG 1TPoU.
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@ AYNHTIKET ENINAQOKEE: )
1. Avem@opnm makvBpounan f Biaan Twy pikpocyaipibiwy Bead Block toa
OTT6 TIC (UAIOACYIKES BpMpizg, TToL given TANgiov mg BAaPnc-oTayou f
BlopEcou mg PAABNG PECO OF (AAES ApMple¢ & APMPIOKG OTPWUAT, 6TIWG
OV KUKAOGOPIA TG ECWTEPIKAG KOpuITiBag, Ty BVELHOVIKA | T cregavicia
Kukhogopid.
. Mveupowikn jfohn.
. lgyaipio ge avemBopnm Béan.
. Kopeopig Tou Tpixoedikod STpuwpatog ko BAapn ool
. IoXTHIKS EYKEQAAIKO ETEIGOBIO 1) 1QIMIKG EQpayya.
. PiEn ayyeiou fy BAaBng Kl ajopgayic )
. NEUpOADYIKA EAQTTWLIATE GUHTECIACYBAVOEVLOY TV TIapahITEWY KavaKoU
velpou.
AYYEIDOTIOHOE
. Bdvaros.
10. Emavadiavofy auhuv. )
14, Avnibpaoeic oF &vo Gl TIou Xpedoviai iaTpixn eTéuBaon.
12. Aoipwtn mou xpeiddetan aTpikA emépBaar.
13. ynuaniaués BoopBou oty axpn Tou kaBETRPa Kal ETakGAOUEN KTOMON.

BIATHPHEH KAl OYAASH:

Ta pikpocpoipidia Bead Block mpénel va puidaaovial gt £va dpogeps, fpd
KEll OKOTEIVO Xtpo aTny opyIki] Toug ouckeuagia.

Nl xpRaIHOToIaVTal PEXEH T MUEPOLIVIA KATNG, TToU QvaypGgeral Tav
OV ETIKETD aUpIyYag/plakibiou

WO oo BN

.

&

Fm
it

When ambolising arteriovenous maltormations, thoose a particle size that will
occlude the nidus without passing through the AVM.

Choose a defivery catheter based on the size of the target vessel. Bead Blogk
microspheres £an tolerate temporary compression of 20% to 30% in arder to
facilitate passage through the delivery cathetor,

= introduce the delivery catheter into the target vessel according to standard

technigues. Position the catheter tip as close as possible 10 the Teatment site 1o
avoid inadvertent occlusion of normeal vessels,

Bead Block microspheres are not radio-opague. It is recommended to monitor
the embolisation under flucroscopic visualisation by adding the desired amount
of contrast medium to the physiologic suspension fllid.

TO DELIVER BEAD BLOCK MICROSPHERES

Pre-Filled Syringe:

o Directly aspirate 5 mi of contrast medium into the synnge to obtain an
approximete 50% contrast and approximate 50% saling solution mix.
Remowe: all air from the syringe. o evenly suspend the Bead Block
microspheres/contrast soittion, gently invert the 20 ml sytinge several times,
Attach the 20 ml syringe to one port of the Wer-lock 3-way stoprock: and. if
desited], a delivery catheter may be attached o the remaining port on the
stopeock., Wait several minites to allow the Bead Block microspheres to
suspend properly. Draw the Bead Block microspheres/contrast selution into
the injection syringe slowty and gently to minimise: the potential of
introducing air into the system. Purge all air from the system prioe o
injetion. Inject the Bead Block microspheresfeontrast solution from the
injection syringe under flucroscupic visualisation using & slow pulsitile
action, while observing the contrast flow rate. If there is no effect on the
Flow rate, ropeat the: delivery process with additional injections of Bead Block
micospheresicontrast solution or larger sized Bead Bluck miciospheres may
b considered. If the Bea Block microspheresicontrast solttion reguires re-
suspension, gently invert the 20 mil syringe several tmes. Lxercise
conservative judgment in determining the embolisation endpeint.

Vial:

After shaking the hottle containing the Bead Block microspheres, dilte the
Bead Block microspheres with contrast medium either in metallic/stainless
steel cLp or directly in the syringe. Take care to exsure proper SUSPENsion of
the particies in the contrast medium to enhance particle distribution during
injeetion. Draw the Bead Block miciospheres into a syringe needle of a size
greater thian or equal to 19 gauge (1.07 mm). Slowly inject Bead Block
microspheres into the delivery catheter under fluoroscopic, visuglisation while
observing the contrast flow rate. If there is no effect on the fow rate, choose
4 largen size particle and repeat the delivery process. Lreschso consenvative
judgment in determining the embolisation endpoin.

Upon completion of the treatment, remove the catheter while mainaining gentk:
suction 50 as net to dislodge Bead Block microspheres stilt within the catheter
lumen.

Discard any open, Lnused Bead Block microspheres in the Pre-filled Syringe o
Yial

PACKAGE LABEL

Na pny karapyovial.

OAHFIEE XPHEHE:

ABohoyRaTE TpoGEKTIKA T0 ayyaiako SikTuo, Tou axeTiferan pe 1 BAapn
¥PHOIIOTIOILNTAG OMEIKOVIOY UWNANG Avaluang TIPIV amd mv ivapén g
aiadikaagiog egforns.

Ta pikpoogaipidia Bead Block BiariBevial o Toikiki peyeBiy. Npéme vet
BivETal TROOOYT YIa TV £TTehoir ToU karakhnAou PeyEBoug pikpoopaipiBiuy
Bead Block, Tou Taipiags kahUTepa e v TabeAoyikn kataoTadn dnA. e

.

REF - Cataleg Number

M — Batch Numbei Lot Number
TX) = Single Lse

i?\ - Refer to instructions

e i = Steam Stenilisod

g - Use before

péyeBoC Tou ayyeiakol oTOXoUaYYEIoU} kol TTapéxel MY emBulnm khivikr
gxpaar.

Kemé my epoin apmaiophepdiov Suamhadiiy, EMAEGTE £va péyefiog
gwpandiou, Tou amoppaaaEl T eaTia ywpic va Bikpxeral biopéoou me
apmplophePdous BuoThasiag (APA).

EmAére gvov kaBempa Tapoyic, mou Baoiletan ovo pgyeBog Tou ayyeiou-
oroyou. Ta jikpocoaipibia Bead Block pirope va avexTouy TTpoowpivg
gupTiisan amd 20% péxpn 30%. £101 woTe va Sieukohdverar n BidBaan

£00Z 80 L-GLED

23716 10 200

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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FSTERIL 13 USO UNICO  NO PIROGENICO
Esterilizado por vapor
Nao utilizar si el paguete estd dafado o abiera

- DESCRIPCION:

Brad Block esta conipuesto por una gaima de microesferas de Fdvogel gue son
tincormpatibles, idrefilicas, no reabsarbinles y estan callbradas con precision. Las
mmicroesteras die Bead Block se producen a parlir de alcohod de polivintio y estan
disponibles on los sguiemes tamanos:

Tamano Color etiqueta
100 - 300 um Amarillo
300 - 500 pm Azul
500 - 700 pm Rajo
700 - 800 um Verde
900 1200 um Morado
PRESENTACION:

Jeringa

* Jeringa de 20 ml,

- La jeringa se presenta en una bandeja de Tyvek”, sellada y esteril deseciable con
forma predefinida. Inciuye una etiguera del color comespondiente al intervalo de
tamano especifico.

« Cada jeringa contieng aproximadamente 1 o 2 ml de micoesferas Bead Block en
solucion salina fisiologica tamponada, estéril y no pirogénca. bl velumen otal de
sofucian saing y de microestaras Bead Block s de 5 ml.

» Conlas jeringa esta destinada & usarse: erun Lnico paciente. No reesterilizar.
Desechar el material no utilizado,

Vial

= Vial dr vidrio de 10 ml.

+ Tapon sellaco con tapa de aluminio dotado con apuchon o color

+ Cada vial conticne sproximadamente 16 2 mi de microesteras Bead Block en
solucsn satina fisiulogica tampenada, esténl y no pirogenica. kl volumen total de
salina sofcien y e microesforas Bead Block os de 8 nd.

= Cada vial esta destinaddo a usarse eh un inico paciente. No reesteribizar, Desechar
el material no utiizado

INDICACIONES:

Las microesferas Brad Block estan indicadas para la embolizacion de wmores
hipervascUlares y malformaciones arteriovenosas (MAV].

APLICACIONES CLINICAS:
La literatura cientitica ofrece una amplia decumentacion de procedinientos de
embolizacion realizades utilizando una gran variedad de agentes artificiales, tanto
en ¢l sisterna vascular periférico coma en el newoldgico, incluidos eabera, weilo
medula espinal, higado, Uacto ganitourirario. Uero, aparate gastromtestinal,
extremiciades y pulmones. Al final de estas instructiongs de Uso, se recoge una
miestra representativa de dicha hibliografia.

CONTRAINDICACIONES:

1. Fauientes que no tokeran procedimientos de oglusion.

2. Anatoria vascular o Lo sanguineo gue descantan la colocacian de un

catéter o la inyeccion de embolos.

Presencia o probable aparicion de angiospasmo.

Presencia o probable aparicion de hemorragia.

Presencia de onfermedad atefomatoss grave

Prespncia de arterias aferentes menores que las ramas distales de las que

emergen.

7. Prasenria de derivacionss 0 anastomosts extra-intracraneales, permeables

8 Preseicia do visos colaterales que podiian poner en peligro 1os temitonos
normales durante s embotizacion.

0. Prosonci do artenas finales e ricgan directamante los nerags canedles

10 H tarmaiio ¢e as arterias que riegan 1a fosion no es sificientementa grande
para admitin microestiras Bead Block,

e

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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ANQFTEIPOMENQE -MIAZ XPHIHEI MONO -MH TTYPETOrONOL
ATTOOTE PWPEVOC JE TS
Na pn XpRoIucTrOiETe dv ) GUOKeDaTia £x& avoryTei § £XE1 uTrooTE {npic

% NEPINPAGH:

0 mapayovtag Bead Block mepihapfave pia noikikia amd pikpoapaipibia
udpoyEAng, TTou efvanl Broguyfiond, ubpogiAa, un aToppepRotua KAl P akpiBea
BaBuovounptva. Ta pikpoapapidio Bead Block mpuyovrm ané
TrohuBivuAaAkoGAn ka1 BiatiBeviar oo TrapakdTw e0En peyeBoug:

MeyeBog Xpwpo enkeTag
100 - 300 pm Kirgiun
300 - 500 pm Murhe
500 - 700 um Kokkivn
700 -900 um Mpociv
900 - 1200 um Nopeupn

i LYIKEYAZIA:

Elpiyyo

= Tlpiyye Ty 20 ml.

+ Haupiyya cucrxsua(ual Ot évol unoc‘rupwavo GPPAYISHEVD
TIpOCYNUATIOpEVD OTOKGAALIEVD Bioko Tyvek® pe xpuluaTopivn ETIKETa yio
VO UTOBNAIVEL T0 GUVKEKDIPEVO £0p0S HeyEBoug,

»  Kafe aopiyya mepiexen mepimou 1 ml g 2 ml pikpoagaipiSiwy Bead Block ot
£val I TTUPETOYAYG, AMOTEIPWHEVD, PUCIDADYIKG ahaTelyo puBuioTIKG
SiaAupa. © ouvohkag Oykog Tou 0haToGYoU SIOAULATOS Kl Ty
pmpouwumlﬁlwv Bead Block eivai 5 ml.

« Kabe giplyya npocp\{ﬂm yia xphar of éva pévov aoBevi, Mnv
ETIOVOTIOOTEIPWOVETE, ATTOPPIYITE DTIOIDBNTIOTE aXPNOINOTIOINTG UAIKG.

QigABIo

o Tudhivo @iadidio Tv 10 ml.

= Tomwua £ival CPRAVITHEVD JE £V KOTTAR] omo cthouplivio, Tou Elval
sfomhigpivo pe xpmpunu‘ro KamaK|,

»  KaB: ploNidio Tepibyg mepkmou 1 mi 2 mi Hikpoapaipibia Bead Block ot tva
N TUPETOYOVO, OTOOTEIPWRED, QUTIDAOVIKO ahaTodyo puBRICTIG Bithuuct
O ouvohikdg dykag Tou aAaTodxou Bishopatog kal Te pikpoopaipidiuy Bead
Block givan 8 i

o Kaf piohiSio poopiZeral yia xpron ge bvel pévov aglev. Miv
ETTAVCTTOTTEIPIVETE, ATIOPRIYTE OTIOIOIATIOT OYXpNTICNOINTO LAKD.

‘3¢ ENAEIZER:
Tat pixpocipaipibio Bead Block wpoopifovian yig ypnan amy cpBokn
UTIEPOYYEITKLY YKy KO apmpiogheBudisy duoTrhamaw (ADAAVM).

# KAINIKEZ EQAPMOTEL:

H emampovik BIAOYpogi Tapixel eKTETaHEVO VNIKD TEXUNPILION OXETIK e
mig Badikagieg ol AU xpnaiLoTToIoUY Eupeid TN TexvTLY
TApaYOVTWY, TO0Q OT0 VEUPOADYIKG GO0 KO GTO TEPIPERIKD aYEIOKD GUGTRUG,
GUYTTEpHAABaVOpEVIUY TG KEQAMS, Tou auyEva, g omovBukikhg atiAng, Tou
ATIOG, TG CUPATIOIOYEVHITIKIG obod, MG PRTPAC, TOU YOOTPEVTEQIKDY
QUATAUOTOS, TV AKPWY KEI TWY TIVEUROVWLY. Mig avTITIpOoTEUTIK
BIBMOypaia TAREXETAI 0T0 TEACS QUTLNV TWY OBNYKLV ¥PAaNS.

i ANTENAERZEIE:
Acbeveic pe Buoavefio o BiaBikagicg améppalng.
. AYYEIKRA QvaTopia f aidaniki por) o amokAeier Ty TomoBtnan kuBempa i
tveor) wpél\uw
. Nopougia i) mavn évugz: OYYEIDOTIOTUOU.
. Napouoia 4 m8avn Evopgn aifoppoyiad
. Napoudia Papiag oBnpwpaTwdoug vooou.
. Mapougia TpOPCOOTIKIY OFTPIWY TIoU Eival LIKROTEPES OTTO Toug
MEPIGEPIKRUG KABOUC omd 10UE OTTaloUg TIPoEPXOVTA.
. MNapouio Batiy EGOKPAVITKLN-£VDOKEAVIOKN OVOTTOPDOEGH  Sicguyi.
. TMopeuoia TIApATTAEUDWN OYYEICKGY OBV, TTOU aToTeASGy Suvid kivBuve
aTIG QUOI0ADYIKES IEPIOXEC KaTd T Bidpxeta Tg EPoAT.
Napougia TEAKWY opTnpILy Tou oBryoly GTisubeids aTd Kpaviakd veupa
10, Napougic apmploe, ToU TpopoBotoly Tn BAaRN kal Tou ev eival apketd
HeyaAes yia va dexTobv Ta pikpoogaipidia Bead Block.
11. Ayyeiakn avtioTacn TEpIgEPIKS aTic Tpopeonk apTripitg, Toy amarksie m
aiioan Tuv Likpoogaipidiwv Bead Block TwTHC TN BAGRNC.
12, Mnv xpnolpomoieie 1o wikpoopaipitia Bead Block aTi¢ apokitw smpuovﬁg:
i. EupoAn apmpiopAeBwditoy Siapuywy peyahng aperpou [Bnh. érou 10 39
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« Mikrostery Bead Block nie 5a widoczne przy pomocy promieni Roentgena. Zaleca
sig monitorowanie zabiequ embolizacj przy pomocy technik flucroskopowych,
dodajac odpowiednia ilosc kentrastu do roztwory fiziologicznego.

»  Aby wprowadzic mikrosfery Bead Block:

Sirzykawka napelniona fabrycznie:
. Zaaspirowac bezposrednio do strzykawki 5ml konlrasty, w celu uzyskania
roztworl w preparcjach 50% kantrastu - 50% soli. Usunag powietrze ze
strzykawid. Kilkakrotnie, delkatnymi ruchami obracac strzykawke o pojemnosci
20 ml, w celu réwnomiernego rozprowadzenia roziworl tmikrosfer Bead
Blackikantrasty, Dotaczyt sirzykawke do jednej z koricowek trajnika z facznikim
luer-lock; w razie potrzeby do jednej z pozostalych kofcowek mozna podtaczy¢
cewnik doprowadzajacy. Odczekac kilka minut, aby mikrosfery Bead Block
2dolaly sig rownomiemie rozprowadzic. Zaaspirowat rozhwor
mikrosferkontrastu do strzykawki przeznaczonej do wstrzykiwania roztworu,
Nalezy to robi¢ delikatrie : powali. aby zminimalizowaé ryzyko wprowadzema
powietrza do systemu. Przed wprowadzeniem roztwory naleZy pozbyc sig
powietza z systemu. Pod kontroig techniki fluoroskopowey i przy uzyciu
przeznaczone] do tego celu slrzykawki. dokonad wstrzyknigcia roztwon
mikrosfer Bead Blockkonirastu. Wprowadzanie roziworu powinno sie odbywac
powoli, ruchami pulsacyjnymi, przy rdwnoczesnej cbserwacj tempa 1ego
przephywu. Jesh natgzenie przeptywu nie Ulega Zmianie, powldrzyc proces
wptowadzania roztworu — dokonat dodatkawych iniekcji roztworu mikrosfer
Bead Biockfkontrastu b rozwazyé mozliwost wprowadzenia mkrosfer Bead
Block wigkszego rozmiary. W razie potrzeby ponownega rozprawadzenta
mikrosfer Bead Blockkontrastu w roziwerze, nalezy kilkakromie, delkatnie
obréeit strzykawke 2 roztworem. Wykazaé sie ostraznodciq, wyznaczajac
moment zakonczenia embolizac).

Fiolka:
= Powstrzasnieciu butelki z mikrosferami Bead Block, rozciedczyt je
kontrastem w naczyniu mefalicznymize stali nierdzewns; lub
bezposrednio w strzykawee. Upewnic sie, 2e doszlo do
dokladnego rozprowadzenia czasleczek w kontrascie, aby
zapewnid wiasciwa dystrybucie czasteczek podczas wsTzykiwania
ich do naczynia. Zaaspirowac mikrosfery Bead Block przy pomocy
igly o rozmiarze wigkszym fub rdwnym 1,07mm (19G). Pod
kentrolg techniki fluoroskopowe] wstrzyknat powoli mikrosfery
Bead Block do cewnika doprowadzajacego, obserwljac
jednoczesnie uwaznie lempo przephwu kontrastu, Jesli natgzenie
przeptywu nie ulega zmianie, dobrac czastaczki wigkszych
rozmiaréw | powtdrzyC proces. Wykazac sie oslroznascia,
wyznaczajac momenl zakonczenia embelizacy
»  Po zakoriczeniu zabiegu, usunag cewnik, ttrzymujac defikatne zasysanie, majace
na celu zapobiezenie wydostania sie mikrosfer Bead Block, kidre pozostajg nadal w
$wietle cewnika.
s Wyrzucié otwarte strzykawki lub ficlki 2 nie zuzytymi mikrosferami Bead Block

% NALEPKI NA OPAKOWANIU;

R E F Numer katalogowy

Lo Numer parti

Nie wykorzystywac ponownie

Uwaga - patrz Instrukcja u2ycia

PR i Produkt sterylizowany parg

Data przydatncsci do uzycia

1. Resistencia vascular periferica a las arterias aforentes gue impiden la llegada

e s microesferas Bead Block a la lesion.

12. Nousar las microesferas Bead Block para las siguientes aplicaciones:

i. Emholizacion de derivaciones arerovencsas de gran didmetio (es dece, en
¢as0s en los gue el fiujo sanguineo no realiza la transicien
arteria/capilarfvena sino que pasa directamente de o arteria a fa venal

ii. Vasculatura arterial pulmonar

jii Cualguier vasculatura en la que el agente embolico Bead Block pudiera
pasar dirgctaments a I3 arena Caronda NTema 0 4 Jos vasos ndivados
més arriba.

ADVERTENCIA: Existen estudios que demuestran que las microesferas
Bead Block no forman agregados y, por este motivo, penetran en la
vasculatura mas a fondo que otras particulas de alcohol de polivinilo de
tamano similar. Debe tomarse precaLicion de elegir un agente embolico
Bead Block de mayor tamaio cuande se embolizan maiformaciones
arteriovenosas con grandes derivaciones para evitar el paso de las
microesferas a la circulacién pulmonar o coronaria.

Si se inyecta en las arterias aferentes a los tejidos superficiales, es
posible ver el color de tas microesferas Bead Block a través de a piel.

PRECAUCIONES:

» Ny ulllizar si lajeringa, of wal o el paquete parece danado

+ Producte estéril y des un solo uso, No reutiliza,

+ Selecrionar ol tamano y la cantidad apropiada de mucroesferas Bead Block para ta
paterdogia que va a tratarse,

* La embofizacion con microesferas Bead Block slo debe ser realizada por medicos
rjue han recibide la formagan adecuada on aclusion ntensencional de 1 renion
que se pretende embolizar

ATENCION:
Las leyes federales estadounidenses restringen la venta de este
dispositivo a medicos 0 a una prescripcion facultativa.

FiN7 RO L GlEG
T 0B 2003
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COMPLICACIONES POSIBLES:

1. Reflujo o paso no descado de las microesteras Bead Block a las arterias
normales adyacentes a la lesion tratada o @ avés de dicha lesion hacia
Otriss anterias o lechos arteriales, coma la aneria carotida inferna o las
circulaciones pulmonar o coronaria,

2. Embolizacion pulmonér,

3 lsguemia en una region no deseada,

1. Saturacion de lecho capilar v danc en los tejidos,

5. Apoplefia 1squémica o infarto sguémico

6. Hemorragia y rotura de lesion y vasos.

7. Deficit neurologicos, inciuidas pardlisis de nendo crancal,

8 Angiospasmo.

9 Muere,

16, Recanalizacion

11, Reacciones corporales a CLUBROS extranos que precisan intervencion medica

12, Infeccion que precisa intervencion medica.

13, tormacion de codgulas en la punta del cateter y sticesivo desplazamicrnio,

CONSERVACION ¥ ALMACENAMIENTO:

Las microesferas Bead Block deben aimacenarse en un lugar oscung, secu y fresco
€1 sk ervase ofiginal,

Utilizar artes de la fechi indicada en ks etiqueta de fa jennga o val,

No congela,

INSTRUCCIONES DE USO:

Anies de proceder 3 la embolzacion, evaluar cuidadusaments b estructura
vastuliar asuciada a la lesion mediante imagenes de alta resoluaion,

Las microesferas Bead Block estan disponibles on varios infervalos de tamanos,
Debe eleyirge con precaucion el ntervalo de amano adecusado que mejon
conwengs a la patologle fes deck, al tamano del vaso o 7ona vasilar) y que
proporcione el tesultado dinico deseadu

+ Al cmbolizar malformaciones arteriovenosas, debe elegirse Ln tamann de
particula gue: ocluya el nido sin atravesar la MAY,

.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. \\)\
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« Seleccionar ol cateter de administracion en funcion del amano del vaso tratado.
Lats miryoesforas Bead Block pueden tolerar ina compresion lemporal del 20% al
30%. para facilitar f paso o traves de dicho catéter

+ Introduair o calater de administracion en el vaso ratado de acuerdo con fas
técnicas estandar, Colocar la punta del catéter tan cerca del lugar tratade como
sea pusible para evitar que se produzea una oclsion involuntaria de los vasos
normees

« Las microesferas Bead Blork no son radioopacas. Set recormienda controfer la
embolizacion con visualizacion fluorosedpiea agregando la cantidad deseada de
mexdio de: contraste al liguide fisiologico de suspansion.

= Para acministrar ks micoesforas Bead Block:

Jeringa prellenada:

o Aspirar directamente 5 ml de medio de contraste en la Jetinga para obterer
un confraste apraximade del 0% y una mezcla de sotucion saling di
aproximadamente of 50%. Retirar todo l aire de la jeringa. Para suspender
uniformemente las microesferas Bead BlockAa selucion de contraste, invisrta
suavemente |a jeringa de 20 mi varis veces. Conectar la jeringa de 20 ml a
LA toma de la llave de paso de ies entradas con luer-lock: si se desed,
puede acoplarse un catéter de administracion a la toma libre de la lave de
piso, Esperar INos minutos para cojar aue fas micesteras Bead Block se
suspendan en la solucion debidamente. Introduzca las microesfieras Bead
Block/la solucicn de contraste on la jeringa lenta y siavernente para minimizar
la posibiliciad de: que entre aire en el dispositive. Purgue todo of aire de dicho
dispositivo antes de proteder a la inyeccion. Inyecte las microesferas Bead
Blockfla solucion de contraste de la jeringa con visualizacion fluoroscopica
poco & poco ¥ a impulsos, ohservando la cantidad de fluido de contraste, Si
nse aprecia ningun efecto en el fluje, repetic el proceso de administracion
von suceshvas inyecciones de mieroesferas Bead Block/solucion de contraste o
considerar ¢l uso de microesferas Bead Block de mayor tamano. Si fuera
necesario volwer & suspender las microesforas Bead Block/a solucion do
CONTASIE, invikrta sUsvemente la jerings de 20 ml varias veces. Adupte una
postura pruderte al detorminar el punto final de: la embolizacion.

Vial:

o Tras agitar el frasco gue contiene fas micronsferas Bead Block, diuir dichias
micigpstsas con Ln medio de contraste enun recipiente metdleo o de Geein
incidable o cirectamente e |3 joringa. Asegurarse de gue I suspension de:
s parieulas en el medio de contraste es la correcta con ol fin de mejorer b
distribugion de: ks particulas durante ta inyeccion. Inteoduci ks microesferas
Bead Block en una aguja e tamano iqual o superior & calibre 9 {1.07 mm),
inyectar fentaments las miczocsferas Bead Block en of cateter de
administracion con visualizacion fiuoroscopica al tiempo cue e observa et
fiujor de contraste. Si no se aprecia ningun efecto sobre el flujo. elegir
particukss de mayor tamano y repetic ef proceso de admistracion. Adopte
Una posTUr prudente al determinar of punto final de ls embehzacion.

« Al completar el tikamiento, retirar el tateter succionando suavemente al mismo
tierngu pare no desplazar Yas mictoesteras Bead Block que adn se encuentran en
el lumien del caterer,

+ Desechar todas las micruesferas Brad Block abiertas y no Wtilizadas de la jeringa
preflenada o del vial,

: ETIQUETA DEL ENVASE:

Atancion; [Canse ks
instrucciones de uso

["-'MER = bsterilizado por vapor
g — Utilizan antes de

REF - Numera de catalogo ,-?\‘
AR

n = Numero de lote
N -
Q Y= Noreutilizable
[ —
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ii. Systemndw naczyniowych, wktorveh uzycie Srodka embolizujacego Bead Block
mogloby spowotowac jego bezpodrednie przedostanie sie do tetnicy szyinej
wewnetrznej lub wymienionych powyZej naczyn,

UWAGA: Badania wykazuja, ze mikrosfery Bead Block nie tworzg skupisk i w
konsekwencii przenikaja glebiej do systemu naczyniowego niz czasteczki PYA o
podobne] wielkosci. Do embolizacji malformacii tetniczo-zyinych z duzymi
przephywami naleZy wigc wyhierac srodki embolizujace Bead Block o wigkszych
rozmiarach. Pozwoli to zapobiec przedostawaniu sig mikrosfer do systemu
kraZenia plucneqo lub wieficowego.

Kolor mikrosfer Bead Block bedzie widoczny pod skarg, jesli zostang one
wstrzykniete do tetnic zaopatrujacych thanki powierzchniowe.

% SRODKIOSTROZNOSCI:

= Nie uzywat, jeshi sirzykawka, fiolka lub opakowanie wyglada na uszkodzone.

s Produkt steryiny, jednorazowego uzytky. Nie uzywat powtbmie.

= Dobdr rozmiaru i ilosci mikrester Bead Black powinien by uzalezniony od leczong)
zmiany patologicznsl.

»  Zabieg embolizacji z wykorzystaniem mikrosfer Bead Block powinien by
wykanywany jedynie przez lekarza, klary przeszed! odpowiednie przeszkolenie z
dziedziny okluzji zabiegowej odpowiednie] grupy naczyn.

UWAGA:
Wg amerykanskiego prawa federalnego zestaw moze by¢ sprzedawany jedynie
przez lekarza lub na jego 2lecenie,

Zoci

sAE 08

#: POTENCJALNE POWIKLANIA:
1. Niepozadany wsteczny odphyw lub przedosianie sig mikrosier Bead Block do teinic

nie zmienionych chorobowo, przylegajacych do leczonej zmiany naczynicwej; lub ze

zZmiany naczyniows] do tetnic lub ich loZysk, np. tetnicy szyjnej wewnetrznej,
krazenia pucnego lub wiencowego.
. Embolizacja naczyh plucnyeh,
. Wyslapienie niedokrwienia w niepozadanym migjscu,
Saturacjs lozyska kapilamego | uszkodzenie kanek.
. Udar lub zawal niedokrwienny.
. Rozerwanie naczynia lub zmiany naczyniowsj | krwotok
. Ubythi neurologiczne, wiacznie 2 poraZeniem nerwow czaszkowych.
Skurcz naczynia.
Smierc.
10. Rekanzlizagja.
11. Niepozadane reakcje na cialo oboe wymagajace interwenc]l medyczne).
12. Infekcja wymagajaca interwencji medyczne;.
13. Uformowanie sig skrzepu na koncu cewnika z nastepowym wyparciem.

[N RN S SRR

% PRZECHOWYWANIE:

«  Mikrosfery Bead Block nalezy przechowywat w oryginalnym opakowaniu w
chiodnym, suchym i ciemnym miejscu.

= Zulyé przed uplywem daty waznosci, padenej na nalepce na opakowaniu
straykawkif na fiolce

s Nie zamrazag.

NSTRUKCJA UZYCIA:

« Przed rozpoczeciem zabiegu embolizach nalezy dokladnie ocenié unaczynienie
ohszan zwiazane ze zmiang naczyniowaiguzem, przy uzyclt technii obrazowania
wysokiej rozdzielozosci.

+  Mikrosfery Bead Biock dostepne sg w raZnych rozmiarach. Aby zabieg embafizacj
mégl przyniest oczekiwany wynik, dobor rozmiaru mikresfer powinien byé
podyktowany rodzajem zmiany poddawane] Zabiegow (1. rodzaj zmianywielkodé
naczynia).

+  Podozas embolizagi matformacyi tetniczo-Zyinyeh (AVM) nalezy dobrac rozmiar
czgsleczek 1ak, aby pozwalily one na zamkniecie ogniska zmiany i nie przedostaly
sig poza malformace.

s Cewnk doprowadzajacy powinien by¢ dobrany odpowiednio do rozmiaru naczynia
docelowego, Mikrosfery Bead Block toleruja czasows kompresje 20 do 30%, &tora
pozwala na przejicie mikrasfer przez cewnlk doprowadzajacy

= Wprowadzic cewnlk do naczynia docelowego zgodnie ze standardowymi
pragedurami. Uriescic: koricowke cewnika jak najblizej 2miany poddawane]
zabiegowi, w celu uniknigcia nietmysinego zamknigcia naczyn tiezmienionych
chorobows.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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JALOWY - JEDNORAZOWEGO UZYTKU - APIROGENNY
Starylizowany parg
Nie uiywaé w przypadkach, kiedy opakowanie jest otwarte lub zniszczone

i OPI5:

Bead Block to zestaw biclegicznie 2godnych, wodochionnych, niewchtanialnych i
doldadnic wykalibrowanych hydrozelowych mikrosfer. Mikrosfery Bead Block
produkowane sq  alkoholu poliwinylowege | dostepne sa w nastepujacych rozmiarach:

Rozmiar Kolor nalepk
100 -~ 300 pm 2oty

300 - 500 um Niebieski

500 - 700 um Czerwony
700 - 900 um Ziglony

500 - 1200 pm Fialetowy

i OPIS ZESTAWU:

Strzykawka

+ Sirzvkawka o pojemnosci 20 mi.

« Strzykawka znajduje sie w sterylnym, szczelnym, opakowaniu Tyvek® z odrywang
przykrywka. Kolor nalepki na opakowaniu okresla rezmiar produktu.

« Kazda strzykawka zawiera rednio 1lub 2 ml mikrosfer Bead Block, zawieszonych
w apirogenne], jalowa], buforowanej soil fizjologiczne). Calkowita objetosC roztwory
soli 2 mikrogferam wynasi 5 mi.

»  Strzykawka przeznaczona jest do jednorazewego uzycia. Nie sterylizowac
powtomie. Wyrzucic nie zuzyly materiat

Fiolka

« Sziizna fiolka o pojemnosci 10 ml.

« Korek zabezpieczony aluminiowym Kapslem z kolorowg nasadka,

= Kazdz fiolka zawiera érednio 1 lub 2 mi mikrosfer Bead Block, zawieszonych w
apirogennej, jalowej, buforowane] soli fizjologiczne]. Cattowita objetost roztwory sol
2 mikrosferami wynos: 8 ml.

« Fiolka przeznaczona jest da jednorazowego uiycia. Nie sterylizowat powtomie
WyrZucic nie zuzyly materiat

% WSKAZANIA:
Mikrosfery Bead Block przeznaczone sa do uZycia w embolizacii guzow bogato-
unaczynionych | matformacii tetniczo-zyinych (AVM - arteriovenous malformatian)

i ZASTOSOWANIE KLINICZNE:

Literatura naukowa przedstawia szerokg dokumentacjg technik emboiizacyjnych z
wykorzystaniem raznarodnych czynnikaw sztucznych, zardwno w ukladzie kraZenia
mazgoweqo jak | cbwodowego. obejmujacego naczynia glowy, 52y, kregostupa,
watroby, ukladu moczowo-piciowego, macicy, Ukiadu pokarmowego, koficzyn i pluc. Na
koncu tej ulotki znajduje sie wybrana bibliografia.

i PRZECIWWSKAZANIA:

1. Pacjenci nie kwalifikujacy sie do zabiegow okluzyinych.

9. Budowa natzy® lub przephyw krws uniemozliwiajacy umieszezenie cewnika ub
wprowadzenie materiatu embolizacynego

3. Obecnost lub prawdopodobienstwo wyslapiena skurczu naczyn.

4 Ohecnosc iub prawdopodobienstwo wyslapiensa krwotoku.

5. Obecnosc zaawansowanej choroby miazdzycowej.

6. Tetnice zaopatrujace sa mnizjsze niz odgalezienia dystakne, od kiarych odchodza,

7. Obecnosé droznych anastomoz zewnaliz-wewnatrzczaszkowych.

8. Obecnost krazenia obocznege, stanowiacego potencjaine zagrozenie dla obszarow
niezmienionych charobowo podczas wykonywania 2abiegu embolizacj.

9. Obecnost tetnic koAcowych prowadzagych bezposrednio do nerwOw czaszkowych.

10. Tetnice doprowadzajage krew do zmiany naczyniowe)/guza s zbyt mate, aby
przyjac mikrosfery Bead Slock.

11. Obwodowy opor naczyniowy tetnic zaopatrujacysh uniemoZliwia przedostanie sie
mikrosfer do zmiany naczyniowej/guza.

12. Nie stosowad mikrosier Bead Block w nastepujacych przypadkach:

STERILE - UNICAMENTE MONOUSO  NOM PIROGENICO
Sterilizzato a vapore
Non utikizzare se la confezione & apefta o danneggiata

DESCRIZIONE:

Bead Block comprende una gamma ¢ microsfers idroge biocompatibill, idrofile, noin
riassorbibils e tarate n moda moito preciso. Le microstere Beadd Block sono prodaotie
A tiase: o aleol polivinilico € sono dispeniteli nelle: misure sequent:

Ordine di Grandezza Colare Etichetta
100 - 300 pm Giallo
300 - 500 pm Blu
500 - 700 pm Rosso
700 - 900 pm Verde
900 - 1200 um Viola
PRESENTAZIONE:

Siringa

» Skringa da 20 ml,

+ Siringa sterile confezionata in una vaschetta preformata, sigillate con famina in
Iyvek ", dotata di etichetta del colore corrispondente all'ordine di grandezza delle
microsfore,

= Ogni siringa contiena circa 1 mlo 2 mbdi micresfere Bead Block in una sllzions
tampone fisivlogica saling non pirogenica e sterile. 1l volume totale delfa
soluzione salina con microsfere Bead Block o di b ml,

= Ogni siringa deve essere wtilizzata soltanto per un paziente. Non sterilizzae di
rLewe. Scartare wiko il materiale non uulizzatg.

Flacone

= Hacone di verro da 10 ml,

+ lappo sigillato con cappuccio di alluminio dotato di rivestimento colorato.

+ Ogni flacone contiene circa 1 ml o 2 mi di microsfere Bead Block n una soluzione
tampone fisiologica salina non piragenica e sterile. || volume totale della
soluzione salina con microsfere Bead Block & di 8 mk.

= Dani facone deve essere wtilizzatoa solianto per un paziente. Non stenlizzare di
nLiovo. Scartare twitko il materiale non LTNZZAL0.

INDICAZIONI:

L microsfere Bead Block devone essere utilizzate per L 'embolizzazions: dei tumori
ipervastolar e delle malformarioni arterovenose (AVMS).

APPLICAZIONI CLINICHE:

Lo lekteratura scientifica offre un’ampia documentazions sl procedure di
embolizzazione con una grande varieta di agent artificiali sia nel sistema
nedolgicn che nel sistema vascolare periferico. compresi testa, cole, colohng
vertebrale, fogato, apparato wrogenitale, utero. apparato gastrointestinale, arti &
polmoni. Bopo queste istruzioni per 1'uso viene rigortata una bibliografia
rappresenttiva,

CONTROINDICAZIONI:

1. Pazienti intclleranii afle procedure di ceclusione,
2. Anatomia vascofare o flusso ematico che preclude it posizionamento del
catetere o liniezione di emboli.

3. Presenza o eventuale insorgenza di vasospasmo,

4. Presenza o eventuale insorgenza di emoiragia.

5. Presenza di patologia ateromenosa acuta,

6. Presenza di arterie di alimentazone inferiori alle ramificazioni distall da cui
CMEIGONo,

7. Presenza di evidenti anastomosi o shunt extra nragranio.

8. Prosenva di percorsi collaterali dei vasi che eventualmenite pussona
compromettere ke regioni normali durante F'embolizzazione
Presenza di anerin terminall che portane dietiamente o nera granial

i. Embolizaci przeciakow gtniczo-2ylnych o duzej Srednicy {f. kiedy nastepuje
pominiecie ukiadu naczyn whosniczkowych : krew przechodz: bezposradnio 2
tetnicy do zyly).

it. Plucnega uktadu tetniczego.

10. Prosenza di arteric che alimentano i lesions non abbastanza grandi da
accogliers ke microsfere Bead Block.

Resistenza vascolare secondania alle artenie di alimentazione: che prachde il
passaygio delic microsfere Bead Block nella Yesione,

iz
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12, Non unlizzane ke microsfere Bead Block per le applicazioni che seguono:

i, Embohizzazione di shunt arterovenosi di diametro largo {ossia dov: il
sangue non segue Il perconso arteriefcapillarivene ma passa direttamente
dalle artere alle veng)

ii. Vasoolarizzazions: polmorere areriosa.

iit. Qgni vaseolanzzazione: in cui Fuso dell’Agente Embolizzante Buad Block
putrebbe passare direttarments nell'arteria carotide iNermna 0 nel vass Sopra
clencai.

ATTENZIONE: Studi hanno dimostrato che le microsfere Bead Block non
formano aggregati e, di conseguenza, penetrano nel sistema vascolare
piu in profondita delle particelie di acetato di polivinile (PVA) della
stessa grandezza. Occorre scegliere attentamente un Agente
Embolizzante Bead Block piu grande quando si embolizzano le
malformarioni arterovenose con shunt pil larghi per impedire il
passaggio delle microsfere nella circolazione polmonare o coronarica.

Il colore delle microsfere Bead Block potrebbe essere visibile attraverso
la pelle se iniettate nelle arterie che alimentano i tessuti superficiali.

AVVERTENZE:

« Noin utiizare se la siringa, 1| flacone o Fx confeaone semblano danneggiate

= Prodatto sterife monouse. Nor riutilizzare,

* Selrzionare le microsfere Bead Block in mado che la grandeszg el quis it Sano
adequate alla patologia da trattare

» L'emboliczazione ron le microsfere Bead Block dovrebbe essere effettuala sakanto
da medici the hanno riceviio una preparazions adegata agli intervent dh
occlusione nelia regione da embolizzare

AVVERTENZA:
La legge federale USA limita la vendita di questo dispositivo ai soli
medici o su loro ordine.

EVENTUALI COMPLICAZIONI:

1. Riflussn indesiderato o passaggio telle microstere Bead Block nelie artere
nocral adiacenti alla esione bersaglio o artraverso [ lesione in alte arterie
© It arteriosi, gquai 1'artesia caratide interna, la drcolazione polmenare o
coronarica.

2. kmbolizzazione polmonare,

3. isehermia in un punto poco auspicabils.

4. Saturazions <lel et capillare e dannc tssLiak

5. Attacoo rchemico o infarto sehemico

6. Rottura ¢i un vasy o di una losione: ¢ emoriagia.

7 Carenze nearologiche compresa la-paralisi dei nend crandali,

8. Vasospasmo.

9. Decesso.

10. Ricanalizzazione.

11, Reazioni & corpi estranai che necessitano intervento medico.

12. Infezione che necessita 1inesvento medico.

13, Formadone di coaguh alla punta del catetere con susseguents disocazione,

CONSERVAZIONE E MAGAZZINAGGIO:

Le micrisfere Bewd Biack tlevona essere conservate nella confezione onginale in
luogu fresco, asckitts e al iparo dallg uce.

Utilizzare entro la data indicatat sull'etichetta della siringa o del flacone,

Evitare il congelamento.

.

ISTRUZIONI PER L'USO:

Valcltare atterranente i reticolo vascolare: associato alla losione Ltilizzands una
definizione di imivagine ad altes risoluzione prima di iniziare i procedimento di
ambolizzasions:

Le microsfiore Bead Biuck sone disponibili in molti ordini di grandezza. Ocvorne
sceqliere con oL la grandezza esatta delle microsfere Bead Block che meglio si
adatta alla patologia (ciod bersaglio vascolare/grandezza del vaso) per produrre
Fesito clinico desiderato.

Fer emholizzare lo malformazioni arterovenose, scegliere una grandezza di
particella in gracto i occhuders il nido senza passare attraverso |a malformazione

.

« Bead-Block-Mikropartikeln sind in einigen GroBen erhalfich, Aut die Wahl der
richtigen Grofle der Bead-Block-Mikropartikeln kst zu achten; diese soll sich nach
dler Art der vorliegenden Pathologie richten (2. B. ZelgefaBe. Gefaligrife) und
geagnet semn, das gesainschie klinksche Ziel zu enechen.

« Bei der Embolisation arteriovenaser Fehibildungan ist eing PartikelgroRe su
walhlen, welche den Nidus obliteriest, jedoch die AVM nichr prassicsen kann,

+ [ie gewahite Weite des Abgabekatheters hat sich nach dem ZielgefaBlumen s
richiten, Bead-Block-Mikropartikeln konnen eine zeitweise Komprimierung von
20% bis 30% dulden, was die Passage durch den Katheter erleichtert,

+ Dy Abgabekatheter sk in das Zielgefal entsprechend den Standardtechniken
einzufuhren. Die Katheterspitze ist moglichst nahe an die Behandingsstolle 2u
fuhren, um unbeabsichtigte Embotisierung normaler GefaBe 2u vermeiden

+ Dic: Bead Block-Mikropartikeln sind nicht strahlendicht. s wied empfohlen, gie
trbolisation fluoroskopisch, mittels Zugabe einer geeighaten Menge von
Kontrastmittel 7ur physiologischen Suspensionsflussigkett, zu uberwachen,

+ Bead-Block-Mikropaniken inspritzen:

Aus der vorgefiilliten Spritze:

0 5 mlKontrastmittel direkt in clie Spritze aspirieren um eine ungefair 50 %ige
Mischung mit der physiologischen Kochsalztsung 24 erhialten. Die Luft aus
der Spritze entfernen. Um eine gleichmaBig verteite Suspension des Bead-
Block-Mikropartikel/Kontrastrmittel-gemisches zu erhalten, ist die Spritze einige
Male sanft umazukippen. Die 20 mil Spritze miit einem der Luer-Ansitze des
Drenwegehiahines verbinden. Falls erwunscht, kann ein Katheter an den
verbleibenden Hahnausgang angehdngr werden. Einige Minuten lang warten,
bis die Bead-Block-Mikropartikein richtig suspendiert sind. Den Bead -Block-
Mikropartikel/Kontrastmittelgemisch tangsam und vorsichitig in die
Injektionsspritze aspirieren, um Luft-beimengung 2u vermeiden. Alles Luft aus
dem System vor der Injfizierung entfernen. Die Bead-Block-Mikropartikel/
Korrastmittel-itsung durch langsame, pulsierende Schube unter fluoriskonischer
Sicht aus der Spritze injizieren und die Kontraststromung beobachten. Werin
kein Effekt auf dic Stromungsgeschwindigkeit auftritt, den Injektionsvorgang
it zusdtzlicher Bead-Block-Mikropartikel/Kontrastmittellosung wicderholen
oder Bead-Block-Mikropartikeln mit einem groBeren Durchmesser withlen,
Falls die Bead-Block-Mikropartikelf Kontrastmittellosng der Risuspendiening
bedarf, ist die 20 ml Sprize einige Male sanft umzukippen. Der Endpunkt der
Embolisation solt konscrvativ beurteilt werden,

Aus dem Flaschchen

n Mach Schitteln des Flaschchens mit den Bead-Block-Mikropartikeln, diese mit
einem Kontrastmittel direkt im Flaschchen oder in einemn Metall- brw
restireiom Stahibehalter verdunnen. Bs muss darauf geachiel werden, dass
cine hinreichende Suspension der Mikropartikeln im Kontrastmittel 2ustande
kurnm, urn wahirend der Injektion eine gleichmaBige Partikelvertellung zu
gewdhrleisten, Dic Bead-Block-Mikropartikeln in cine Spritze mittels giner
Injektionsnadel zumindest der Grofle 19-gauge (1.07 mm) 7ichen. Die Baag-
Block-Mikropartikein langsam in den Katheter unter fluoroskopischer Sicht
injizieren und die Kontraststromung beobachten. Werin kein Effekt auf die
Stromungsgeschwindigkeit auftritt, Bead-Block-Mikroparikeln mit einen
grdBeren Durchmesser wihlen und den Injektionsvorgang wicderholen. Der
Endpunkt der Embolisation soll konserativ beurteilt warden.

» Nach beendeter Behandlung den Katheter unter Ausubung sanften Sogs
entfernen, um dic noch immer im Lumen enthaltenen Bead-Block-Mikiopartixein
nicht fref zu geben.

= Nicht verwendete offenc Bead-Block-Mikropartikeln in der vorgefiliten Spritze
bzw, Haschehen enfsorgen.

PACKUNGSETIKETT:
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thin Bead-Block-Mikiopartikein aufzunebmen;

. Vaskularer Widerstand periphier zu den versorgenden Arterien, welcher das

Gelangen der Bead-Block-Mikropartikein 7ur Lasion verhindert.

. Fir felgende Applikationen curfen Bead-Block-Partikein nicht verwenidet

werden

i, Embolisation arteriovendser Shunts von grofiem Durchimesser {d. h. wenn
das Blut richt den Ubergang Arterie-Kapillarbett-Vene passiert, sondern
direkt von der Arterie in die Vene fief);

il. Bri putmenalen arterielien Gefaien;

il.Besi jeclor At der Blutversorguig, wo die Anwendung vom Bead Block-
Fholsationsmittal den direkten Bintrit in die Arteria carotis intera brw,
in die oben erwahnien Gefalie bewirken kann

WARNHINWEISE: Studien haben bewiesen, dass Bead-Block-
Mikropartikeln keine Aggregate bilden und daher tiefer in die
Vaskulatur als vergleichbare PVA-Partikeln penetrieren. Man beachie,
dass Bead-Block-Embolisationsmittel groBeren Durchmessers zu wahlen
ist, wenn es darum geht, arteriovendse Fehibildungen mit groBen
Shunts zu embolisieren, um das Gelangen der Mikropartikeln in den
pulmonalen bzw. koronaren Kreislauf zu vermeiden.

Die Farbe der Bead-Block-Mikropartikeln kann durch die Haut sichtbar
sein falls sie in Arterien, wekche oberflachiich gelegene Gewebe
versorger, injiziert wurden.

.

.

VORSICHT:

Nicht 21, verwaenider wenn Sprilze, Tiaschchen oder Packung beschiichigl A1 sein schent,
Sterites Enrnalprodusi. Nicht for Wieder-veraendung,

Die: GraBe und Monge der Bead-Block-Mikropartikeln nach der 2u behandeinden
Patholungie whilee

+ Jie Cmbolisaton mittels Bead-Blogk-Mikropartikelr ist ausschlisilich Arten mit
einer entsprechienden Austildung in invasis Ckklusion der hetreftenden 7u
embolisierenden Region varbrhalten

VORSICHT:
Der Verkauf dieses Produktes ist nach dem foderalen Gesetz der
USA nur an Arzte baw. laut arztlicher Verordnung zugelassen.

.

POTENZIELLE KOMPLIKATIONEN:

1.

[EF SV )

—

Lm o~

Unerwunschier Reflux oder bintrint der Bead-Block: Partikeln i normale, der
anqezielten | asion benachbarte Gefale brw. iber dic Lasion in andere
Arterien oder Arterienbetten, wie etwa Artoria carotis interna oder Pulmonal-
und Koronarkreisiau,

Pulmonale Embolisation

Ischamie an nnerstnschien Stellen;

Kapillarhettsithgung und Gewebsschaden,

sehamischer Gehimischlag oder Myokardinfarkt:

Gefal- oder Lasionsruptur mit Rimorrhagie;

Newrologische Awsfalle, einschiieBlich Hirnnervenpaiesen;

VasOspasmus,

Exitus;

. Rexanalisierung;
. Fremdkgirperreaktionen, die eine arztliche Intervention erfordenn;
12,

infektionen, dic: cine arzdiche Intervention erfordem:

13 Thrombushildung an der Katheterspitze: mit nachfolgender Ablosung.

KONSERVIERUNG UND AUFBEWAHRUNG:

Bead- Block-Mikropartikein mussen an einen kiiblen und tiockenen Platz in det
Originalverpackung im Dunkeln aufbewahit werden.

Night nach dem an der Spritze baw. am Hiaschehien angegebenen Verfallsdatum
gebrauchen,

Micht einfiieren.

- GEBRAUCHSANWEISUNG:

[es it eler Lasion 7usammenhangende Gefainetz muss vor Beginn des
Embolisationsverfahrens durch dasstellende Radiographie mit hoher Aufibsung
grundlich untersteht werdon.

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

« Scegliere un catetere di sumministrazione in base alfa grandezrs del vaso
bersaglio. Le microsfere Bead Block possono tollerare ung compressions
temporanea da 20% a 30% per Facilitame: il passaggio attraverso i catetere di
somministrazione.

» introdurre 1l catetere di somministrazione nel vaso bersaglio secondo le tecniche
standard. Posizionare la punta del catetere quanto piu vicing possibile alla
posizione di rattamento per impedire l'occlusione involontaria di vasi normal,

« Le microsfere: Bead Block non sone radic-opache. i raccomanda di moniorare
I'embolizzazione con visualizzazione fluoroscopica aggiungendo la quantith
desiderata di mezzo di contrasto alla soluzione fisiclogica di suspensione

« Per somministrare te microsfere Brad Block:-

Siringa pre-riempita:

0 Aspirare direttamente 5 ml i mezzo di contrasto nella sirings in modo da
avere una miscela di circa 50% mezzo di contrasto & died 50% soluzione
salina. Rimuovere tutta ['aria dalla siringa. Per sospenders in modo omogenes
e microsfere Bead Block e fa soluzione del mezzo di contrasty, capovolgere
delicatamente varie volte fa sitinga da 20 ml. Collegare la sininga di 20 mt
allattaceo her-lock del rubinetto di chiustra a tre. Se opportuno & possibile
collegare un catetere of somministraziong alk attacco rimanente del rubinetto
o chiusura, Aspettare alcuni minuti per permettere alle microstere Bead Block
di essere completamente in sospensione, Aspirare lentarmente € delicatamente
la soluzione di microsfere Bead Block/contrasto nella siringa di iniezione: per
minimizzare 'eventuaic introduzione di arfa el sistema. Eliminare tutta l'aria
dal sistema prima dell'iniezione. Iniettare la soluzione di- microsfere Bead
Block/contrasto dalla siringa di iniezione con azione pulsatile lenta sempre
visualizzando al fluoroscopio e osservanda il tempo di scorrimento del mezzo
di contrasto, Se rion i ossenvg alcun effetto suk tempo di scormimento, ripetorne
il processo di somminstraziori con ulterior iniczioni di soluzione i
migrosfere Bead Block/contrasto oppure prendere in considerazione Futlizzo
di microstere Bead Block piu grandi. Se 13 solluzione di micosfere Bead
Block/contrasto richiede un'ulteriore sospensione, capovolgere delicatamenite
varie volte 1a siringa da 20 mi. Esercitare molta cautela nel determinare H
junto estremo di embolizzazione.

Flacone:

0 Dopo aver agitato la boccetta contenente le microsfere Bead Block. diluire: le
microsfere Bead Block con il mezzo di contsasto in una coppetta di
metallnfacciaio inossidabile oppure direttamente nella siinga. Assicurars che
yi sia Lna buona sospensione delle particelle net mezzo 0 Contrasto por
miglivare la distribuzione delle particalle durante linienone. Aspirare le
microsfere Bead Block in un ago di siFinga calibro = 19 (1.07 mm). Iniettare
lentamente le microsfere Bead Block nel catetere di somministrazione
visualzzando al fluoroscopio e asservando il tempo di scorrimento del rmezzo
di contrasto. Se non si osserva aleun effetio sul tempo di scormmenta, scegliore
particelle pil grandi € ripetere i processo di somministraziche, tsercitare
molta taukela nel determinare il punto estremo di embolizzazione.

« Unavolt completato | tratiamento. rimuovere 1| catetere mantenendo sempre
uni ligve aspirazione in modo da non staceare e microsfers Bead Block che sono
ancora nel lume del catetere.

» Le microsfere Bead Block inutilizzate rimanenti nella siinga o riel flacone pro-
Tiempito apeno vanno startie,

ETICHETTA DELLA CONFEZIONE:
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UITSLLHTEND YOOR FENMALIG GEERUIK - PYRODGEFNYRIJ
Gesteriliserrd met stooim
Niet gebruiken als de verpakking geopend of beschacigd is

STERIFI

- BESCHRIIVING:

Bead Block bestaat ull een sone micosferen van hydrogel die biologisch cormpatibel,
hydrofied. niet-resorbestbaar e nauwkelng gekalibreerd Zjn. Bead Block
muergsteren worden vervaardigd uit pulyinylaleohol en s verknjghaar in di:
volgende grootteny:

Grootte Kleur etiket
100 - 300 pm geel
300 - 500 um blauw
500 - 700 pm rood
700 - 900 pum groen
900 - 1200 pm paars

PRESENTATIE:

Voorgevulde spuit

* Spuit van 20 m.

+ De spuit word! grieverd in eenvoorgevormde, steriele, afgesiaten [yvek . "peel-
away” schaal met een atiket in da kleur dic het specitieke grootteberelk aangectt.

+ Elke spuit bevat ongevees ® mi of 2 mi Bead Block microsferen in een
pyrogeenwrie, steriele, gebufforde fysiologische zoutaplossing. Het otale volume
van de fysiologisthe 7outoplossing en Beaa Block microsteren bedraagt 5 ml.

« Elke spuit dient uirsluitens voor gebnuik bij éen patiént, Niet opnicuw steriliseren.
Werp eventuee resterend materisal weg

injectieflacon

« Glazen injecticflacon van 10 ml.

« De stop is afgesioten met een alumirium dop voorzien van een geklerde dop

« Bk injectioflacon beval ongevoer 1 mil of 2 mi Bead Block microsberan in een
pytogeenviiie, storile, gebufferde fysiologische zoutoplossing. Het totale volume:
van de fysiolagische Zoutoplossirk en Bead Blnck microsferen bedraagt Smil.

= blke injectivflacon dient witsluitend voor gebruik bij één patient. Niet cpnieuw
steriliseren. Werp eventued] resterena matcriaal wey

INDICATIES:

Bead Rlock microsferen dienen woor oe embolisatin van Iypervasculaire timoren en
arterioveneuze malformaties (AYM's).

KLINISCHE TOEPASSINGEN:

De wetenschappefijke Iteratuur biedt uitgebreicks documentatie over
embolisatietechnieken met behulp van een breed scala van kunstmatige stoffen in
zowel het zenuwstelsel als het perifers vaatstelset, waarondes het hoofd, de hals,
het ruggenmerg, de lever, hiet urogenitale stefsel, de eterus, het gastro-intestinale
stelsel. e fedematen en longen. Aan het eind van deze gebruiksaanwijzing vindt u
gen representatieve literatuuropgave

CONTRA-INDICATIES:

1. Patienten i intolerant 7jn voor occlusie-iigrepen.

2. ken vaatanatomie of blocdstroom die geen plaatsing van een kathicter of

pmbalisatie-injectic toestst

Asnwerigheid van of een 7eer root risico van een vasospasime.

Aanwezigheid of het waarschijnlifke optraden van een bloading.

Aanwezigheid van een emstige atheromateuze aandosning.

Aanwezigheid van voedende arterien met een kleinere diameter dan die van

e distaste TAKKeN Waargan 7e ontspruiten,

Aanwezigheid van con open anastomose: of shunt, extra-naar-tracaniaal

Aanwerighesd van collaterale vaattrajecten, waardoor gedurends eimbolisatie

en puterties] gevaar optreedt voor normale gebleden.

9. Aanwezigheid van eirkianterion die rechtstreeks naar craniale 7eruwen lopen.

10, Aanwezighcid van arterien dic de laesie voeden maar waarvan de diameter
niet groot gencey is voor de Bead Block microsfesen.

11 Vaatweerstand perifesr van de voedende arterién, zodat passage van Bead

Fa e T
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STERIL TUR EINMALIGEN GFBRAUCH - NICHT PYROGEN
Darmpfsterlisiert
Nicht 2u gebrauchen falls Packung gedffnet oder beschadigt

BESCHREIBUNG:

Besark Block besteht aus einer Anzahl von Hydrogel Mikropartkein, di
gewebevertraglich, hydrophil, nicht reabsorbierbar und pragise Kalbriert sind

Beadl Block Mikropartikeln werden vom Polyvinyg! Alkohol hergestellt und siod in den
folgenden Grofets erhaltlich:

GriBe Etikett-Farbe
100 — 300 pm Celb
300 - 400 pm Blau
500 - 700 um Raot
760 - 900 um Griin
900 - 1200 um Lila
APPLIKATIONSFORMEN:

Spritze

= 20 m Spritze: Die Spritze befindet sich in einer sterilen, versicgelten, praformiesten,
mit Abreifitolie versehenen Tyvek -Platte mit einem farbigen Etikett, welches den
jeweiligen GroBenbereich bezeichnet.

« Jede Spritze beinhaltet ungefahr 1 baw. 2 mi Bead-Biock-Mikrapanikeln in nicht
pyrogener, steriler, gepuffertes physiclogischer Kochsalziosung, Das Gesasntvoluinen
der piysiclogischen Kochsalziosung samt Bead-Block Mikeopartikeln betragt 5 ml.

= Jede Spritze ist fur einen einzigen Patienten bestimmt. Nicht wicder sterilisieren.
MNicht verwendetes Matersifl st zu venwerten.

Flaschchen

= Glasflaschehen mit 10 mf Inhet:

= Der Stopsel ist mit einer Aluminiumkappe versehen, weiche unterschiedlich
qofarbite Bedeckung besitzt,

= Jedes Flaschchen beinhialtet ungetshr 1 bzw. 2 mi Bead-Block-Mikropartikeln in
nicht pyrogener, steriler. gepufterter physiologischir Kochsalz-losundg. Das
Gesamtvolumen der physiologischen Kochsalzlosung samt Besdd-Block-
Mikropartikeln betragt 8 ml.

= Jedes Flaschchen ist fOr cinen einzigen Patientan bestimimt. Nicht wieder
sterilisieren. Nicht verwenidetes Material ist 7u verwerfen,

INDIKATIONEN:

Besad-Block Mikropartikeln sind fur dic Embolisation Dypervask e Tumore L
arteriovendser Misshildungen (AVIM) bestimmt.

KLINISCHE ANWENDUNGEN:

Verschiedene Embolisationsverfahren uter Anwencung einer Vietfalt kinstlicher
Mittel wurden ausfubirlich in der wissenschaftlichen Literatur beschrieben, darunter
in nevrologischen ungd peripheren GefaBsystemen und in menrfuchen Lokilisationen,
wic Kopf, Hals, Ruckenmark, Leber, Magen-Dammitrakt, Gebarmutter, Hamtrakt,
Extremitaten und Lungen. Eine bibliographische Auswahl wird am Ende der
vorliegenden Gebrauchsanweisung angefihi,

GEGENANZE\GEN:

1. Patienten it irtoleranz fir Okklusionsverfahren;

2. Vaskuldre Anatomie oder Blutstromung. die keine Verwendung von
Kathetern und keine. embuolisierende Injektion erlaubt;

3. Vorhandensein brw, Wahrscheinlichkeit des Auftretens von asospasmen;

4. Vorhandensein baw. Wahrscheinlichkeit des Auftretens von Bhitling;

3. Vurliegen eingr schweren atheromatotischen Erkrankung:

6. Yorhandensein von zufahrenden Arterien. die kleiner sind als dig distalen
Jweige, denon sie cntstammen;

7. Vorliegen offener extra- 2u intrakanialen Arastomosen baw. Shunts;

8. Vorharktensein von kollateralen GefaB-verbindungen, wodurch ngemale
Gebiete durch die Embolisation potenziel getahrdet waren;

9. Vorliegen von Endarterien, welche: direkr 7u Himnerven fubren;

10, Veriiggen von lasionversorgenden Arterien. welche nicht weit gonug sind, um 13
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soigneusement I taille des microsphéres Bead Block en fonction de la pathologic
(a savair, cible vasculah e/dimension des vaisseaux) et ( résultat dinique souhaite

« Lors do l'embolisation de malformations artorioveineuses, choisit une dimension
e particule qui ocelura le nid sans qu'il solt nécessaire de transiter par les
malformations arLEnoveiniLses,

= Choisir un catheter de delivrance en fonction de la taille du vaisseau cble. Les
microsphéxes Bead Block pevent sLipporter une compression lemporaire: de 20
30% afin oe facilites le passage par le cathéter de deliwance.

= Introduire fe catheter de dellvrance dans le vaisseau cible selon des technigues
standard, Positionner |'extramite du catheter aussi pres que possible du site du
traitornent afin d'eviter tobte occlusion accidentelle dos vaissedx normatx

« Les microsphéres Bead Bluck ne sont pas radio-opagues. Il est recommiande de
surveilier Femboliation par visualisation sadioscopigue en ajoutant la quantite
spubiites de substance de CONUASte a la suspension physiclogigue.

» Delivrance de micospheres Bead Block.

Seringue préremplie :

0 Aspirer directement 5 ml du milieu de contraste dans la seringue pulr okenis
erviron 50% de contraste et d'environ 504 d'un melange de solution salée
Retirer tolt 1'air contenu dans la seringue. Pour suspendre: de facon égale la
solution microspheres Bead Biock/produit de contraste, renverser doucemerit
plusigurs fois 1 seringue de 20 ml. Fixer la senngue det 20 mil & un orffice tu
rohinet d'arrat & 3 vaies Luer Lock, Il est possible, si besoin est, de refier up
cathéter de delviance au port restant du robinet d'arret. Patienter quelgues
minLtes pour larsser les microsphéres Beac Block se suspendre: correctement.
Aspirer lentement et doucement la soiution microsphieres Bead Block/produit
de contraste dans la seringue d'injection pour roduire toute possibifite
dintroduction d'air dans Y systeme, Purger tout ['ain contend dars le systome
avant Finjection. Injecter la solution microsphires Bead Block/produir de
conkraste contenue dans b seringue d'injection sous visualisation radioscopigue
par une action puisatile lente. tout en observant ke débit du produit de contraste.
En absence o effet sur le debit, repeter le processus de déliviance avec des
injections supplementaires de solation microsphéres Bead Block/produit de
contraste ou de microspheres Bead Block de phus grande taille. Si la solution
microsphéres Bead Block/produit de contraste doil étre resuspenduc, renverser
doucement Ia seringue de 20 mi plusienrs fois. Procéder prudemiment poLsr
determiner le critere of'évaluation de I'embolisation.

Fiole :

o Apies avoir secotic ke facon contenant les microspheres Bead Block. diluer les
microspheres Brad Block avec I milieu de contiaste soit dans Une tasse
mistabigueden scier inoxydable, soit direcrement dans la seringue. Veiller a
suspandie conectement les particules dans le milieu de contraste pour
amgliorer lour distribution lors de I'injection. Aspirer les microspheres Bead
Block dans une aiguille 2 infection e taille supérieuse ou égale 419 G (1,07 mm).
Injecter lentement los microspheres Beaa Block dans le cathéter de delivance
sous visualisasion radioscopigue tout en observant le débit du produit de
contraste. En absence d'sffer sur le 0ébit, choisir une taille de particul:
SUpgrieLne £ répeter le processus oe déliviance, Proceder prudemment pour
determingr e critere o évaluation de |'embolisation.

+ Une fois le traitement terming, retirer le cathcter tout en maintenant une légere
aspiration afin de ne pas deloger les microspheres Bead Block qui se trouvent
encore dans la lumigre du cathéter,

« Jeter toutes les microsphéres Bead Block ouvertes et inutilisées dans la seringue
nréremplia ou dans la fiolk,

ETHQUETTE DE LEMBALLAGE :

REF - Numcro de reference

- Mumero de lot

.“\‘ﬁ
i - Nepas rdutiliser g + Oate de peremption

R

= Attention :
consulter le mode

= Stérilise & la vapeur

J

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

ol

2 HlE

LA e 0]

108 M0Cd

D3t

Block microsferen naar de: laesie onmogelijk is.
12. Bead Block microsferen niet gebruiken voor de volgende toepassingen:

i. Embolisatie van arterioveneuze shunts met een grote diameter (d.w.z.
waar het blocd niet via de arterisle/capillairofveneuze owergang loopt
maar rechistreeks van fa arterie naar de veng,

ii. Het pulmonale arteriéle vaatstelsel.

iii. Elk vaatstelsel waarin de Bead Block microsferen rechistreeks naar de
arteria carotis nterna of de bovengenoemde vaten kunnen lopen.

WAARSCHUWING: Onderzoek heeft uitgewezen dat Bead Block
micrasferen geen aggregaten vormen en daarom dieper in het
vaatstelsel doerdringen dan PVA-deeltjes van vergelijkbare grootte.
Vergeet niet grotere Bead Block microsferen te kiezen voor embolisatie
van arterioveneuze malformaties met grote shunts, om te voorkomen
dat de microsferen in de pulmonale of coronaire circulatie terechitkomen.

De kleur van de Bead Block microsferen kan zichtbaar zijn door de huid,
als ze in arterién worden geinjecteerd die opperviakteweefsel voeden.

AANDACHTSPUNTEN:

+ Niet yebrurken als de spuit, injecticflacan of verpakking beschadigd liken.,

+ Steriel en vonr ecnmalig gebruik. Niet opnieusw gebruken.

+ Kis dde groette on bonveelheid Bead Block microsferen die past bi; de te
hehandelen pathologe,

= Fmibolisatic met behulp van Bead Block microsferen miag witsluitend winden
uitgevoerd door artsen die een passende opleiding hebben genoten in
interventionele acclusie i het gebied waar embalisatie gewenst 1s.

LETOP
Krachtens federale wetgeving (VS) mag dit instrument uitsluitend
door of op voorschrift van een arts worden verkocht.

MOGELIKE COMPLIGATIES:

Ongewenste reflux of passage van Bead Block microsferen naar nomale
arterien die naast de doellaesie liggen of via de lacsie naar cen andere
arteric of arteriec] bed, bijvoorbeeld de arteria carotis interna. de pulmonale
of coronaire circulatie.

2. Pulmonale embolisatic,

3. Ischemie op een ongewenste plaats.

1. Verzadiging van het capillaire bed en weafselbeschadiging.

5. Ischemisch herseninfarct of ischemisch infarct,

6. Ruptuur van het boedvat of de lagsie, en bloedingen

7. Neurologische detecten, onder meer verlamming van de nervi craniales.,

# Vasospasme.

9. Overlijden.

10. Rekanalisatic.

1. Reacties tegen lichaamsyreemde stoffen dic medische intervertie
noodzakeljk maken.

12. ten infectie die medische imervontic: noodzakelijk maakt.

13, Kiontering aan de tip van de katheter en daaropeolgend loslaten van het
sggregaat,

CONSERVEREN EN BEWAREN:

Bead Block microsferen mogten in de oorspronkelijke verpakking en op ecn kool
droge en donkere plaats worden bewadrd.

Gebruiken voor de viterste gebruksdatum aangegeven op het ekt van de
spuitingectioftacon.

Nieat irviezon,

GEBRUIKSAANWIJZING:

Beoordeel met behulp van beetdvorming met een hoge resokatie zorguuldig het
vaalhetwerk samenhangend met de laesie, alvorens met de embolisatieprocedure
e haginnen,

Bead Block microsferen zijn verkrijgbaar in diverse grootien. Kies zorguuldig het
graottebereik van de Bead Block microsferen dar het best aansiuit op de
[rthologle (d.wer. doalvathvaatgrootte) en dar het qewenste Kinsche resultaat 7al
oplveren

13
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+ Kigs voor ¢e ermbolisatic van arterioveneuze malformaties een deeltjcsgrootte die
de nidus zal occhuderen zonder de AVIV te passerch.

« Kies een Wwevoerkatheter op basis van de diameter van het dochvat. Bead Block
microsferen kunnien tijdelijk 20%: tot 30% worden samengedrukt om passage
door de toevoerkatheter te vergemakkelijken.

+ Breng de toevoerkatheter in het doelvat volgens de gangbare technizken.
Positioneer de kathetertip zo dicht mogelijk bij de behandelplaats ter voorkoming
yan onverhoedse oeclusie van NoMmak: vaten.

« Bead Plock microsteren zijn niet radiopaak. Het vordient sanbeveling de:
embolisatic ender suntgendoarlichiting te volgen door de qewenste hoeveclheid
contrastmiddel aan de fysiotogische suspensievioeistof 1oe te voegen.

+ [oevoeien van de Bead Biock microsferen,

Voorgevuide spuit:

o Zuig rechtstreeks 5 ml contrastmiddel ofy in de spuit, 7odat U cen mengsel
hebt van enyeveer 50% contiastmiddel en ongeveer 50% fysiologische
zoutoplossing. Verwijder alle lucht uit de spuit. Suspendeer de Bead Block
microsteren/hat contrastmiddel gelijkmatig door de spuit van 20 mi
verscheidene keren ondersteboven te houden. Bevestig de spuit van 20 mi
aan enn van e | ueslockaansiuitingen van de driewegkiaan: indien gewonst,
kan er oon toevoerkathetr op de restercnde aansluiting van de driewegkraan
worden bevestigd. Wacht een aantal minuten, Zodat de Bead Blogk
microsferen goed suspenderen. Zuig het mengsel van Bead Block micresfereny
contrastmiddel langzaam en voor2ichtiq in de spuit om de kans op
Linnendringen van lucht tot een minimum te beperken, Verdriff alle Lucht Lt
het systeem ahorens te injecteren. Injecteer de Brad Block microsteren/
contrastmictdel onoer rontgendoorlichting vit de spuit door middel van ecn
langrame pulerends brweqing en et daarbij op de stroomsnelheid van het
rontsastmicded. Als er geen effect is op de stroomsnelheid, herhaal de
toekevering dan met aarvullende injecties Bead Block microsferen/
contrastmiddal of overweeg grotere Bead Block microsferen. Als de Bead
Block microsferenfiontrastmicldel moeten worden geresuspendeerd, draai dan
de spuit van 20 ml verscheideng keren voorzichtig ondersieboven. Ga
hehoudend te werk bij bepaling van het sindpunt van de embolisatie.

Injectieflacon:

o Schud de flacon met de Bread Block micosfeen en verdun de Bead Blogk
microsferen et contrastmideel in con metalen /£ soestirijstalen miaathekertje
of rechtstreeks in de spuit. Zorg dat de deeltjes goad in het contrastmicdel
worden gesuspendeerd. zodar er tijdens de injectic sprake i van gon goede
microsferenverdefing. Zuig de Beadd Block microsferen op via een injectienaald
qroter of gelijk aan 19G {1.07 mmy). Injectaer de Bead Block microsferen
langjzaam onder rontgendoorlichting in de toevoerkatheter en let op de
stroarnsnelheidt van het contrastrnideel. Als er geen effect is op e
stroomsnelneid, kies gan een grotere deeltjesgrootte en herhaal de
toelevering. Ga hehoudend te werk bij bepaling van het eindpunt van de:
amholisetie

= Na valtosiing var: de behandeling verwiidert u de katheter tenwil u gen lichte
Zuigkracht blijft itoefenen, zodat de nog in het katheterlumen sanwezige Bead
Slock microsteren niet loskomen.

» Resterende, ongebiuike Brad Blogk micresferen die nog in de voorgewulde spuit
of injecticflacon zitten, wegwerpen

ENKETTERING VERPAKKING:

11, Resistance vasculaire périphérique aux artéres nuurticiens excluant le
pessage des microsphires Bead Block dans 1 lesion,
12, Ne pas utlliser les microsphées Bead Block dans les applications sutiantes .
i, Embolisation de larges shunts artérioveineux (forsue ie sang e transite
pas par les anterasfcapillairesiveings. mals passe directement de lartere a
a1 veine).
i, Les reseau arteriels pulrmonaire
jii. lout systeme vasculaire dans lequel “agent embolique Bead Block pounait
passer directement dans Fartére carotide interne ol dans s vaisseat
sUsmEntionries,

MISE EN GARDE : Des études ont montré que les microsphéres Bead
Block ne forment pas d'agrégats et qu'ils panétrent donc plus
profondément dans le systéme vasculaire comme comparé aux
particules APV de taille similaire. Choisir avec circonspection un agent
embolique Bead Block de taille supérieure lors de I'embolisation de
malformations artérioveineuses avec de larges shunts pour éviter que
les microsphires ne passent dans la circulation pulmonaire ou
coronarienne.

La couteur des microsphéres Bead Block serait probablement visible &
travers |a peau si elles sont injectées dans les artéres alimentant les
tissus superficiels.

ATTENTION :

» Ne pas tiliser si la serinque, 1a fiole ou lerbaflage semblent andommages

» Proguit sterile 3 usage unique. Ne pas reubliser

» Selectionner la taille et 1 quantité des microspheres Bead Blork en fonction de ta
patholngic A traiter,

+ Seubs des médecing formes aux procedures d'ouclusion nterventionnelles dans la
réruon a embofiser peuvent effectucr une embalisation aver: les microspheres Baad
Bloek.

ATTENTION :
En vue des lois féderales des Etats-Unis, ce dispositif ne peut étre
vendu que par un médecin ol sur sa commande .

REF - cotvogusnummer

- Partijnummer?
Chargenummer o ) '

@ - Nier oprieyr gebriken g = Uiterste gebruiksdatum

= et op: 7ie do
gebruiksaanwijzing
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- =
= -
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= =
= =
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. \‘;\\

COMPLICATIONS POSSIBLES :

1. Reflux indesirable ou passage des microspheres Bead Block dans des ameres
nermales adjacentes 2 la ksion cibtee ou dans d'autres argres ol its
arteriefs (par exemple, arigre carotide inteme, Zirculations puimonaiies ou
coronarienries) en transitant par fa lesion,

2. Embolisation pulmonaire,

3. Ischémie sur un site indesirable.

4. Saturation des lits capillaires et lesions tissulaires.

. Infarctus cérebral ou ischemique.

6. Rupture des vaisseaux ou de 12 lésion et hémoriagie

7. Deficits neurologigues, notamment une paralysic des ners crinens,

8. Vasospasme,

9. Ueges,

10, Recanlisation.

17 Reactions de corps ctrangers necessitant une interyention mecicale,

12, Inficction nécessitant une intervention medicale,

13, Formation de cailots a l'extrémité du cathéler et délogement consecutif

CONSERVATICON ET STOCKAGE :

Les microspheres Bead Block dofvent étre stockees dans un endroit frais, scc et
sombre dans feur embaliage d'origine.

A utiliser avant la date de péremption indiguée sur 'etiquette appasés sur la
seringue et 1a fiole,

Nex pars tongehr

MODE D’EMPLOI :

Bvaler soigneusement ke réscau vasculaire associé 4 la lesion a laide d'un
imageur haute rasolution avant de commenker la procédure o 'embolisation,
+ Les migrospheres Bead Block son disponibles dans une plage di: taille. Choisir

.
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STERIF - A LISACE UNIQWE APYROGENE
Stérlbisé & fa vapewr
Ne pas utiliser si I'emballage est ouvert ou endomrmage

DESCRIPTION :

Brad Blosk consiste en utie gamimie e rrirrasphieres a hydregel biocompatibles,
hydrophiles. non resorbatiles of stalonnees avec precision. L rruerosphenes Beal
Block sont produntes 4 partr dalool de: golyinyle et sant disponibles dans s
plages de taille subvanes :

Taille Couleur eliquette
100 - 300 pm Jaune
300 - 500 um Bieu
500 - 700 um Rouge
700 - 900 um Wert
900 - 1200 um Yiolet
PRESENTATION :
Seringue

= Seringue de 20 mt

+ La seringue est préssemes dans un conditionnement. dit pelable hermetique sterile
Fyverk ', companant Lne etiguette coloree indiquant fa plage de taille corespondante.

+ Chague seringue cortient enwiron 1 ow 2 ml de microsphéres Bead Block dans
une solution-tampon physiologigue sakée apyrogene, stérile. Le volume total de
la solution salee &t des microspheres Bead Block est de 5 ml.

+ Chaque Sefingue est congLie pour 1n usage unigue. Ne pas restenhser Jeter tout
materiel inutilise.

Fiole

= Fiole an verre de 1001

= Bouchon scell par une capsule: en aluminiom colorg,

+ Chague ficl: contient environ 1.4 2 mil de migresphéeres Bead Block dans une
solution salee physiclogique safine-tampon apyrogene, sterile et physiologique.
L& volume total di2 b solution salde saling et des microsphéses Bead Block
atteirtest do B mil,

- Chague figle est LONGUE foUr un usage unigue. Ne pas restériliser. Jetor tout
matericl inutiisé

INDICATIONS :

Les microsphienes Bead Block sont destinées & Fembolisation des tumeurs
fyperaclanisoes e des malformations arenoveineuses (MAY).

APPLICATIONS CLINIQUES -

La littérature scientifique fournit une documentation considérable massivermerit sur
ks procadures d embolisation utilisart un vaste panel d'agents artificicks dans les
systemes neuroiogiques of vasculaires paripherigues, nolamment 1 téte, le cou, la
tolonne vertcbeale, e tole, Fappareil genito-urinaire, Tutérus, le systeme: gastro-
inkastinal Ios memhres & les pourmions. Una bitliographie representative est fourmie
apres le rnode: d'orrplol,

CONTRE-INDICATIONS :
1. Patienis ne supportant pus les procedure o occlusion.
2. Anatormie vastutaire ou flux sanguin exchiant la mise en place d'un catheter

ou toute injection embolique.

3. Présence ou debut probable dr vasospusime

4. Presence nu début probable ¢ hemorragie,

5. Presence e maladie atheromatause Seuere,

6. Preserce d'arteres nourricieres de dimension inférieurs: aux branches distales
gont elles tmergent .

7. Présonce danastomoses ou de shunts extra- ou intracraniens manitestes,

8. Presece des voies colfatérales collatéraux de vaisseau susceptibles de
compromettre des zones normaies lors de ['embolisation.
. Présence d'artéres finales menant directement aux nerfs eraniens.
10, Presence d'artéres alimentant [ lésion insuffisamment larges pour accepter
les microspheres Bead Block

TODE 80 1-91ED
T 0§ 2003

ch I

STERIL  KUMTI FNGANGSBRUG  IKKE PYROGEN
Stenliseret med damp
Pakken ber ikke anvendes, hvis den er abneten eller skadet

BESKRIVELSE:

Bea! Block bostar af en sene hydrogele mikrokugler, der o biologisk kompatible,
hydrofile, ikke-resorberbare og nejaglgt kalibrerede: Bead Black mikrokugler af
frematiflet af polydinylatkohol og kan fas i falgende starrelser.

Starrelse Etikel-farve
100 - 300 pm Gul
300 - 500 pm Bla
500 - 700 yum Rod
700 - 900 um Gron
900 - 1200 um Lilla
UDFORMNING:

Sprajte

+ Sprgjte indeholdenwde 20 ml

» Sprgjten leveres i en steril og forseglet Tyvek | Dakke med tarvet etiket, der pilies
tihage for at angive den specifikke sterrelsesordan.

= Hver sprejte indehalder ca. 1 mit eller 2 il Bead Block mikeokugler i en ikke-
pyragen, steril, fsvlogisk bufferet saitvandsoplesning. Den totale maengde af
saltvandsopiasning og Bead Biock mikiokugler er 5 ml.

* Huver crikelt sprojte i kun amendes Gl en patient. Sprejten ma ikke
gensteriliseres. Ikke anvendt materiale skal kessares.

Haetteglas

= Higtteglas indehaldende 10 ml.

+ Proppen er forseglet af en aluminiumshaette, og hatten of farvet,

+ Hvert hmtteglas indehoider ca. 1 ml efler 2 mi Beadt Block mikrokugler i en tkke
pyrogen, steril, fysiologisk bufferet saltvandsoplasming. Den totale mangde
saltvandsoplasning og Bead Block mikrokugier er 8ml,

- Huert haomteglas ma kun anverides til én patient. Hattoglasset ma ikke
yensterifiseres. kke anvendt materiale skal kasseres,

INDIKATIONER:

Beudl Bluck mikrekugler er beregnet til brug for embolisering af hypervaskuleere
tumoier of anteriovenase misdannelser (AVh'er).

KLINISKE ANVENDELSESOMRADER:

Dt videnskabelige literatur giver omfatiende dokumentation over
emboliseringsprocedureme ved anvendelse af et stome udvalg kunstige midler i
bade nevrologiske o perifers vaskulaere systemer, inklusive boved. nakke, rygrad,
lever, urivejene, livmoderen, mave- oq tarmsystemet, lemmed og lunger. Der of
stillet en reprasentativ bibliogeati Ul radighed, som falger disse brugsanvisninger.

KONTRAINDIKATIONER:

1. Patienter, som v overfaisomme overfor okklusiensprocedure,
2. Vaskulaer anatomi eller blodeirkulation, der udelukker anbringelse af kateter
vller emboli-injektion,

3. Tilstedevaerelsen af. eller muli indrandolse af, vasospasime.

4. Tilstedevacrelsen efier mufig indtreedelse of, Dlodninger

5. Tiktedeverelsen af en abvorli atoromates sygdom.

5. ltiltelde af, at de tilkstremmende pulsarer &5 mindra end ge fiemere

forgreninger, hvorfra de opstar.

7. listedevaorelsen af Abne exstra-til-intrakraniele anastomoser eller shunts,

B Tilstedevserelsen af de paralielie blodkars direkte gennernstionmning, som
mutigyis kan udseette noimale omrader for fare under eabolisering.

9. Tilstedeveerelse af endepulsérer, der direkte: leder til kianienerver,

10. lilstedevaerelse af pulsarer, der forsyner en lasion som ikke er stor nok tl at
accoptere Bead Black mikrokugler.

17, Yaskulzr modstand, perifert for fedende pulsarer, som forhindrer indtrzangen 4 2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ‘fl 2
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af Bead Block eikrokugler i lesionen.

12. Bead RBiock mikrokugler ma kke anvandes til felgende applikationer:

i, Emboliseeing of stane mzangder arterioevenase shunts (Feks. fvor blodet
kke passerer gennem srterie-fkapilier-fuene- overgangen, men direkie fra
pulsaren tl vene).

ii. et pulmonaht arterieile veskulatur,

iit. Everituet vaskulakur, hvor brugen af Bead Block Embolisk middel kan
passere difekte ind i den interne: biatspuisare, elles de ovenfor beskeevne
blokar.

ADVARSEL: Undersagelser har vist, at Bead Block mikrokugler ikke
danner aggregater, hvilket resulterer i, at de tranger dybere ind i
vaskulaturen sammenlignet medi PVA-partikler af lignende stereise.
Der skal naje vaelges en steire stamelse af Bead Block Embolisk middel
ved embolisering af arteriovenase misdannelser med sterre shunts, for
at hindre mikrokuglerne i at passere ind i det pulmonale- eller koronare
kredslab.

Beac Block mikrokuglernes farve skal vaere synlig gennem huden, hvis
de sprajtes ind i pulsarer, som foder overfladiske vaev.

FORSIGTIGHEDSREGLER

» Ma ikke armendes, hyis sprajten, hatteglasset eller emballagen er beskadigel.

» Bbslenit produkt il enganrsbrug, Ma kke genbruges

= Vgl Uen passende storelse og mianyde af Bead Block mikvokugler Ul den
patolory, som skal behandles

+ Embolisering med Bead Block mikrukugler ber kun foretages af leger, som har
mottages passende Lddannelse | Intorvantionel okklusion det omride, der skal
embohseoes

ADVARSEL:
Faederale (USA) lovgivninge begraenser salg af denne anardning
efter en leges forskrifter.

MULGE KOMPLIKATIONER:

1. Uonsket tilbagestromining eller passering af Bead Block mikiokugler ind |
normae pulsarer i umiddelbar necrhed af den lesion, der skal beharidles,
elier genniern kesionen | andre pulsérer eller arterieunderlag, som for
cksempel den interne halspulsare, puimonale, eller koronare kredskal
Pulmonal enibolisering.

Litilstrackkediey bodcirkulation pd et vensker sted.

Gernemtrazngen af det kapillacre underlag) 0g veovskade.

Iskeemisk skagtiffacide eller iskepmisk infarkt.

Blodkar eller lasionsspraengning og bladning.

Nerologiske: mangler inkdusive kranicnerve- lammelse.

Vasnspasme

Dodsfakd

0. Omkanaliscring,

11, Kroppens resitioner mod fremmadlegemen, der keaver medicinsk ndgiben
12. Infektioner, der kraver medicinsk indgriben,

13. Dannelse af koagler ved katetrets spids, der kan resultere i, it det fiytter sig.

SO @ e et

: OPBEVARING:

Biead Block mikrokugler bor ophevares pa ot terl, kelgt 0g merkt sted og i den
oprindefige erbelienng,

Bor anwendes nders den dato, cer er anyivet pa sprajrensthistteglassots etiket.
M 1k fryses,

- BRUGSANVISNING:

Indlen emboliseringsproceckiren bogyndes, ber del vaskulaore netveerk, der er
forbundet med lesionen, neje avalueres, delte gores ved hjzelp af
nejoplosningstiliedos,

Bead Black mikrokugfes kan (25 i et sene af stenelser, Oen passende sterrelse at
Bead Block mikrokugler skal vasiges neje og i henhiold 6l hvad der passer bedst til
patolugien [ovs, det vaskukere maiblodkarrets sterrelse) og 2l eRer, hvad dot

.

LED

E0OE B |

uy
=
@
1=
Hh

resuttadns clinicos desejados,

Ao cmibolizar deformages aterio-venosas. seleccionar panticulas deum tamanho gue
Blugueie 0 rcken sem passar pela defomacao anéno venosa

Selecnionar um cateter de adminisiracao a base do tamanno do vaso ojecivado. As
microesferas Bead Block toleram um nivel de compressau temporaria de 20 a 30% ac
pussarem peio cateter de administracao

Introduzir o cateter de administracio no uaso a que se desting, em confermidade com &s
tienicas normais. Posicionar a ponta do cateter v Mals provimo pussivel o local da
tralamentn, para cwlar bloguear inadveridamente os vasos oM

As migronsferas Bead Blnck nan san radio-opacas. Recormonda-se a monitonzacan da
embohzacas sob visualizardo luoroscopica, atraves da adicao da quantidade desejada de
um a0t coniraske ao fuido frsoldgico em suspensio

+ Para aiministrar #s microesteras Bead Block:

.

Seringa pré-cheia:

¢ Aspirar directamente b ml de liquido de contraste para & seringa de forma a abter
aprokimadamente 50% do liquido de contraste e 50% da mistura de: sor fisiologico.
Remiowe todn 0 ar contide na seringa Inverler cuidadnsamente: a seringa de 20m
wirias vezes, de foima a susperder uniformemente a5 microesferas Bead Bludk e 4
soligao de contraste. Fncavar a seringa de 20 ml numa das aberuris da tormeira de
patagem de 3 vias do tipo luer Iock e, caso se deseje, encalxar um rateter de
distribuitao na outra sbertura da tomera - Aguardar alguns minktos. a im de permiti
e a5 micoesferas Bead Rlock se suspenam devidamente Aspirar is microesfirns
Bead Biock, juntamente com A snlugao de contaste, para dentro U3 s6Anga da
injecgi, de forma enta e com cuidado, a fim de minimizar 4 possibilidade de
intraduar ar o sisterna. Remover todo 0 ar do sistema antes de dar a injecgan
Injectar as micronsteras Bead Block, juntamente com & sokucdn de contraste, em
condicaes de visualizagao fluoroscopica, empregando uma acgan lenta e pulsatl e
werificando, ao mesmo mpo, A taxa e fluxo de contraste: Caso mao se ohsera!
nenhum efieito na \xa e fiuxo, repetir o pracesso de adminsieatao Gom hecooes
adicioniss e microesteras Bead Block e soluao de contraste, au consigerar A
administrasao de microesteras Bead Block de tamanho matar Se 8 mistura de
inicrogsferas Bead Biock e solugdu de contraste: tver e Ser suspensa de novo, inverler
tuidadusamente e por varlas vezs  seinga de 20 ml. Dxercer juizo dmico e
experignca a0 determingr o ponte ingl de emboh /310

Frasco-ampola:

o Depols it ter agitado o frasco contendn as microrstinas Bead Slock oiur as
microvsferas Bead Block com o melu de contraste ou numa vasiha metafica ou de ao
muiddvel ou directamente na sernga Ter o cuidado de assequier a suspensda
apropriads das particulas no meio de contraste, & fim de aumentar 3 distnbuicao
uriforme tls particUtas doramte 3 njeccao. Aspiiar as micioesfeas Bestd Block para
dentro e urna aguliha de sennga de tamanho igual & ol mer que um calibee 19
(1,07 mm. Injectar lentamente as microesferas Bead Block no cateter de distritwican,
em condigoes de visuafizacan fuoroscopica, 50 mesmo tempy gue st observa 3 Taxa
do fluxn e contraste: Caso nAao se observe Lm efeito na Laxa 46 e selecoonar
LMA particula de tamanhio mainr e Fepetn & processo de aominisiacan. Frerer juize
climgy & experiencia ao determinar o ponto fikal de emboiizagay

+ Uma ver cuncluidy o tratamenta, remover 6 cateter 4G MEsmo tempo GUE s Mantem
uma leve sticcéo. a fim de ndo desalmar as microesferas Bead Block quee se encontrem
ainda dentrn do umen dn rateter

« Ditar fora todas as microesferas Bead Block que tenfiam sido aliertas mas nio oulizadas
€ U e encontrem na seenga pre-cheia ou no frasco ampola

ETIQUETA DA EMBALAGEM:

- Atencao, consultar as
instrucoes de utilizagdo

HEF = Nuimero do catdugo /'i\
LRI

= Numero do lute EJ - Lsterilizado a vapor

~,
Y A .
. Nao veutitizar 8 = Prago de validade

3

{

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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11 Ll do resislena wascular periteriva as artenas de dutribuicAn gque impossihilite

& piassagem de mivioeshas Bead Bluck para a lesao

12, Mao wiliza” microesfieras Bead Block nas seguintes aplicagoes:

v Fmbolizagaes de "shunls’ artério-venosos com diametros grandes (o seja,
quando o sanyue nao efectua a transicao anterial/capilafvenosa mas passa
directamente da anéna para a veia

il asoulatLa arterial posmone,

i Dhaatsuier wasos em gue u ggente embdlico Bead Block verha a possitulidade e
tramsitar Civclamente pAra o artenda carofida mema oLl pika 0% w105 acma
listarkos

AVISO: Certos estudos tém demanstrade que as microesferas Bead Block nao
formam agregados e que, como resultado, penetram nos vasos sanguinegs aum
nivel mais profundo do que o de particulas de PYA de tamanho e em condigdes
semethantes. Deve-se ter o cuidado de seleccionar um agente embolico Bead
Block de tamanho maior a0 embolizar deformagdes artério-venosas com
grandes "shunts”, a fim de evitar permitir a passagem das microesfiras para a
circulagdo pulmaonar ou corondria.

A cor das microesferas Bead Block podera ser visivel através da pele caso as
mestnas sejam injectadas em artérias de distribuicaa dos tecidos superficiais.

= CUIDADOS:

+ Nao utilizar raso a seringa. o frasco-ampola ou & embalagem parecam ter sidy danhicados,

» Progute: estiril & propno para uma Lrica utihzatio. Nao reutilizar.

+ Spleconrar o iManne e a quantidade di microesferars Bean Block prapros para a
patoligs gue oeve ser Ualada

« Aermboliza,ao com mecoesteras Bead Bluck apenas deve ser electunda par medicos que
tenham rerebido 4 dewda formagao em interen{ao om oclusae. ma regiao que s
pretende embrtizar

ANSO:
A legislagdo federal dos EUA estabelece que este dispositivo apenas pode
ser vendido mediante receita medica.

COMPLICAGOES POTENCIAIS:

1 Retluxo ou passigem indesejasel das micruesleras Bead Block pira s arterias
nexkmais adjacentes 4 lesao que este o ser tratada o, atraves da lesao. par outras
arlenias oul leins artenais tais comn as Cireuracoes da Arena carmtida intema,
pulmanar o coroniria

Frbholzagan potmorar

Isifiaemie et el neescyaved.

Sarnage de litos capdares e sarifizatao dus lecidas

Trombicke sguemis o enlarie isguemicn

Rupturz ou lesgo de vasos sanguinens & hemorragias

Disies neurologicos inckande parahsias dos nerves raianes

Fapasmos vaculaies

9 Mo

10, Re-canalizagous

11 Reacghes & comos estranbios qure exijam intervensoes medics

12, Intercons gue exijarm interiengoes medicas.

14 Fonmatas di coiguios i ponta dos atetires, ¢ deslocacan subsequunte dagueles.

=R AT A X

CONSERVAGAO E ARMAZENAMENTO:

A macioesferas Baad Block devem ser armazenats em lical fresco, seco & eseurg, dentro
da sua embalarem ongnal

Ukitizar dentro do prazo de vahdade indicado na etigueta da seringafrasto-ampol.

Nao congelar,

- INSTRUGOES DE UTILIZAGAD:

Avalian cuithulosamente 2 fede vascular associada a lesao, utilizando paca tal 3 formacao
e imagens antes tie Ineiar o procedimento de embolizacao

As mirnesteras Bead Block encontram-<e disponivels numa serie de tamanhios, ler o
cuidado de selecrionar a5 microesferas Bead Block do tamanho gie mehor comesponda i
paletigia em questio {on seja, ehjsriva aseulartamanho dus wisis) & fue tenha os

€00z 80 L-31E0

giver det enhskede Kliniske resultat.

+ Vod embolisenng af arteriovenase misdannelser. vaiges ot partikelstarrelse som
vil lukke saret uden @t passere gennem AVM.

= Veely et forsyningskateter i forrold til blodkarrets sterrelso. Bead Block
mikrokugler kan tolerere midlerticig sammanpresning pa mellem 20% og 30%
for at kunne lette passage gennem forsyningskatetret.

« Antring forsyningskatetret i blodkarret ved hjgelp af standardmetoder. Placer
katerrets spids S8 tet som muligu pa det sted, der skal behandles, dette or for at
undgé utilsigtet okklusion af normale blodkar.

« Brad Block mikrokugler er ikke 1ontgenfaste. Det anbefales. at emboliseringen
overvages under fluoroskopisk visualisering, samt ved at tilsiotte den onskede
mipngde kontrastmidded Wl den fysiologiske suspensionsyinsks.

«» Sadan tilsattes Bead Block mikrokugler.

Forfyldt sprajte:

o Opsug 5 ml af kontrastmidiet direkte ind i sprajten for at opna en blanding pa
ta, 50% af kontrastmiddel og ca, 50% af saltvandsoplesning. Hern al Juft fra
sprelen. For at suspendere Bead Block mikrokuglerne/kontrastoplesningen
jant, vendes 20 mi sprajten forsigtigt op oy ned adskallige gange. Fastgen
20 ml sprajten til en port pa luer-lock 3-vejs stophanen, Fis del gnsies, kan
ot forsmingskateter fastgeres pa stophanens sidste indgang. Yent adskilige
minutter for at lade Bead Block mikrokuglerne susperdere forsvarligr. Irask
forsigtigt og langsomt Bead Block mikrokuglerne/kontrastoplesningen ind i
injektionssprejten; dette er for at begraense muligheden for, at der traanger luft
ind i systemet. Fiern al Iuft fra systernet inden ingektionen. ndcér Beac Block
mikrokuglernefkontrastoplasningen fra injektionssprajtan under fluoroskopisk
visualisening 0g med en langsom pulserende bevaegelse samtidig med at
konirastonlasningens stremsningshastighied observeres. Has
stremningshastigheden ikke cr pavirket, gentages forsyningsprocessen med
yderligere injektioner af Bead Block mikrokugles/kontrastoplesning. Brugen af
Bead Block mikroksgler af on stor sterrelse kan overvejes. Hyis det er
nadvendigt med omsuspension af Bead Block mikrokuglerfkontrast-oplasing,
verides 20 ml sprajten op og ned adskillige gange. Brug almindelig sund
toenuft ved afgerelsen af emboliseringens stutpunkt.

Haetteglasset:

o Ffter at have rystet flasken inoeholdande Bead Block mikrokugter. fortyndes
Bead Block mikrokuglerne med kortrastmidlet: dette kan enten gores i eh
metal- eller rustfrt statkop, eller direxte { sprajten. Det skal sikies. at partiklerme:
suspenideres forsvarlign | kontrastrmidiet for at forstaerke partiklernes fordeding
under injektion. Sug Bead Block mikrokugleme nd + en kanyle med en
starralse der or storre end, eller lig med 19 G (1,07 mm]. Sprajt Bead Block
mikrokuglerme Tangsomt md i forsyangskatetret under Ruoroskopisk
visuabserng samiidig med, at stremningshastigheden obsarveros, His
strgmningshastigheden ikke er pavirker, vaelges en storre partikelstorrelse oy
forsyningsprovessen gentages. Gor biug af almindelig sund fornuft ved
afgerelsen af emboliseringens sitpunkr,

= Nar behandlingen er tilendebragr, fjermes katetret samtidig med, at sugekiaften
bibeholdes; dette er for at undgd, &t de Bead Block mikrokugler. der findes inde 4
katetrets hulrum, ikke falder ud.

= Kassér eventuelt abne, ikke anvendtr Bead Block mikrokugler | oen forfyldte
sprojte elier hetteglas,

EMBALLERINGSETIKET:

HEF = Katalog nurnmer /?‘\\ - Vigtige!

P A ¥ Brugsanvisningen

e ﬁ = Dampsteriliseret
g Anvenses incen

Lot [ - Partinummer

ﬁ; ™

0. i = M3 ikke genbruges

08 2005
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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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STFRIE - KERTAKAYTTOINFN - PYROGEFNITON

Hoyrysleriioitu
Ei saa kaytiaa, jos pakkaus ei oie avaamaton ja chja

KUVAUS:

Bead Block sisaltdi sarjan hydrogeelisia mikropalloja, jotka ovat bioteensopivia,
hydrofiilsia, ressrboitumattomia ja tarkash kallbroituja. fiead Rlock -mikeopailol on
valmistettu polyvinyylialkoholista, ja nikd on ssatavissa seuraaving kokoina.

Koka Etiketin vri
100 300 pm Kehainen
300 - 500 um Sininen
500 - 700 um Punainen
700 - 900 um Vihrea
900 - 1200 um Purppura
TUOTETIEDOT:
Ruisku

= 20:mbnruiski,

» Ruiiske toimitetaan steridlla, tiwiila, muovaniia ja rrotettavalla ek -alustalla,
jonka etiketin vin osoittay raskin koo,

« Jokainen ruisku sisattad noin 1 mi i 2 mi Bead Block -mikropalloja
pyrogeanittomassd, steriilissa. puskuroidussa keittosuolaliucksessa. Suokliioksen
ja Bead Block -mikropaligien yhteistilavuus on 5 ml,

= Kukin ruisku on tarkoitettu vain yhden potilaan kéyttoon, Sita e saa stetiloida
uuta kayttoa varten. Havita kayttamatan aine.

Pullo

10 mln asipuiio

« Korkin paalld on alamiinitivste, jossa on varilinen suojus.

= lokainen pulle sisaltad noin 1 mil tai 2 ml Bead Block -mikropailoja
pyrageenittomassd, steriilissa, puskuroidussa keittosuolatiuoksessa. Suokalivoksen
ja Bead Block -mikropaliajen yhteistilavuus on 8 ml,

* Kukin pull on tarkaiternu vain yhden potilaan kiyttoon. Sit ei saa stevilida
uuitta kayttod varren. Havitd kayttdmion aine.

KAYTON INDIKAATIOT:

Bead Block -mikropalioja kayterdan versoonkawainlen ja steiouenoosion
malformaatioicen AV embolisaatiossn.

KLIINISET SOVELLUKSET:

Tieteellisissa julkaisuissa on runsaasti tietojs embofisaatiomenetalmistd, joissa
kiytetdan monia en keinoaineita seka newrologisessa ettd perifeerisessa
verisuonijarjestelmassa, mukaan lukien p&d, Kaula, selkdranka, maksa,
urogenitaalinen kariava, kohn i, gastrointestinaalinen kanava, radjat ja keuhikot
Faman kilyttoohjeen lopussa on vitekiralisuushicttelo

KONTRAINDIKAATIOT:

1. Intoleransst ukklusiotumengitelle.

2. Verisuonianatomia tai verenvuoly, Joka estad katelin asettamisen 131
cmboiLsten injisoimisen,

3. Vasospasm [al sen riski.

4. Verernuoto i Son riski,

5. Waiken sairdts, jossa ilmienes Qeroomia,

6 Aluealle verta johtovat valtimot, jolka ovet pienempia kuin distaalihaarat,
Jnista ne lahtevat

7. Avoimet okstra-intrakraniaaliset anastomaoosit fa suntic.

8. Rinnakkain kulkevat suionet, jotka voival vaarantaa nonmaalit afuset
embolisaation alkana

9. Pasvattimot, jotka johtavat suoraan aivoher moihin,

10. Leesioon verta johtaval valtimot, jotka eivat oie riitévan suuria Bead Block -
mikropallojen vastaagnottamiseen

11, Aluesfe varto johtavien valtimoiden perifeerinen vaskulaarnnen resistenssi,

338108 2003

FSTERL  NAD REUTILIZAVEL - NAQ PIROGENICD
Esterilizario a vapar
Nao utilizar caso a embalagem tenha sido aberta ou danificada

DESCRIGAD:

Bead Block consta de uma serie de microesferas de tndrogel que sao biocornpatives,
hidrofiicas. nao reabsorvives ¢ cafibradas com precesa. As muamesferas Rend Block sao
feitas der aloul polivinlico e encontram-se disponiveis nas sequintes classes de tamanhos

Tamanho Cor da etigueta
100 - 300 pm Amarela
300 - 500 pm Azut
500 - 700 pm Vermelha
700 - 900 pm Verde
900 - 1200 pm Roxa
APRESENTAGAO:

Seringa

= Sonnga due 20ml.

= A seringa encontra-se embalada num Labuleino de Tyvek” . estelil, pré-moltado. coberto
com uma pelicuta amovivel e marcada com uma exiqueta tue corndicn a tasse de
lamanho especifica

= (ada seringa contem aproximadamente 1 mi ou 2l de migruesfiras Bead Block em soro
fisiclogico nao pirogenico esterl, tamponado. © volume total do or com a5 miaoestargs
Bead Rlock € de 5 ml.

» Caia sernga destina-se @ ser ulilizada tom um unico doente. Man reesterilizar Elimiar
ludos txs materiais nao Wlilizados

Frasco-ampola

= Irasto-ampola de vidro de 10 mé

« Rolha vedada com uma Lampa de aluminio equipada com uma tampa colrda

= Carla frasco-ampola comém aprosimadamente T ml ou 2 mi de macroesteras Bear Block
©m sora fisiologico nao pirogenico estéril, tamponado. O wolume twtal do sor com
microesheras Bead Block ¢ de 8mi.

+ Cada frasco-ampnla desting-se a ser wilizaco com um anico doente. Nan reesterilizar
Descartar twdos us materias nao utilizados.

INDICAGOES:

As microesteras Bead Bluck sao propnas para serem utilizadas na embofizacao de tumeores
hiperéasculares e deformagies artena venosas (AYis)

APLICAGOES CLINICAS:

A literatura centifica fornece-nos uma documentasao extensiva relativa ans procedimentos
de embolizasao efectuados com ajuda de uma grande scfie de agenles andicis nos
sisternas nevroldgico e vascular periférico. incluindo # cabea, pescoro, medula espinal,
figardo, tracte genito wrindro, Gtero, sistema gastro intesinal membirs & puimoes. Segue-si
a stas nstrucoes uma bibliografia representatia de tal doumentacen

CONTRA-INDICAGOES:

i Doentes com intolgranda @ procedimentos de: oulusao

2 Uma anatormia vascular ou flLxo sanguineo tal que impossiilite a colutacau
de afeleres nu & injeccio de embulos

3 Apresenca o probabilidace da neorrencia de espasimus vasculanes

Apresetiia oo probabilidade da ooonencia de hemoniagias

b Apresenca de doencas ateromatisas graves.

6. Apresenca de arterias de tistribuicao mais pequenas on que as ramificagis distals
das quais emergem.

7. Apeienia de anaslomoses inlragranianas oo "shunts” ewdentes.

9. Apweseinga de Uajectos colaterals dus vasos, que constituan um perigo potensial
DA &, Al NOMALS durants a embulizasao.

4. Apresenca de arterias finais que conduzam direclamente sos nenvos canianos

10 Apresenca de arterias gue regan lesao, muito peguenss para reoserem
microusteras Bead Bluck

-~
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arwvandas 54 aft nidus ockhideras utan @it de passerar igenom AYM.

« i tillforselkatcter med Lagangspunkt § malkérlels diameter. Bead Block-
mikrostarer 14l en tilfilly sammantryckning pa 20 - 30 procent 54 att passagen
genom tilfdrselkatetern underattos

+ Introducers tilFersolkatetern i malkdik, med amvandning av vedortagen teknik.
Placera kateters spets $3 ndra behandiingsstallet som mojlige sa att oavsiktliy
ocklusion av normala karl undviks,

» Bead Block-mikrosfarer ar inte radiopaka. Vi rekommenderar att emboliseringen
tuervakas mied 16ntgengenormlysning. genom att 1agga till onskad mangd
konitrastmeded till den fysiologiska suspensionsvetskan.

= Gor s hir for an ge Bead Block- mikrosfirer:

Farhandsfylid spruta:

o Sugupp b ml kontrastmicded | sprutan for 8t uppna en biandimg med cirka
50 procert kontrast och cirka 50 pracent saltjosning. Tom spiutan péa luft.
Vand den forsiktigt upp och ner flera ganger 5 att Bead Block-mikrosférer
och kontrastmediet fordelas jamnt . Ansiut 20 mi-sprutan til en av de
Juertasforsedda portama pa trevagskranen. £n tillforselkateter kan om sd
onskas kopplas filf den Aterstaendn parten pa kranen. Vinta i flera minuter s
att mikrosfarerna hinner fordela sig ordentligt. Ura sakta och forsiktigt in Beard
Hlock-mikiostarer samt kontrastmodel i injektionssprutan for att minimara
risken for att It kormmer in | systemet. Tom hefa systemet pa Wit fore
Injektionen. Injicera den blandning av Bead Block-mikrosférerfkont astmed
som finns i injektionssprutan under 1ontgengenomiysning och med langsam
pulserande rdrelse, och dvervaka samtidigt kontrastmedlets fiddeshastighet.
0Om fiodeshastigheten inte paverkas skall tilforsedfirfarandet upprepas med
ytterligare injektioner av Bead Block-mikrosférer och konrastmedtsl, altemative
skall stérre mikrosfarer anvandas. Om lpsningen med Bead Block-mikrosfarer
och kontrastmedel maste omfordedas vander du forsiktigt upp och ned pa
20 mikspeutan fiera canger Anvind forsiktighetspringipen vid bestamuing av
cmholiseringet s siutpunk

Ampuli:

oP $pad ut Bead Block-mikrosfarer med kontrastmeded efter att ha skakat flaskan
mied mikrosfarerna, antingen direkt i sprutan clier | en kopp av metalirostivitt
stal Var noga med att partiklarma fordefas jaennt i kontrastmedier s aft
spridningen av partikkarna forbatuas vid injextionen, Dry in Bead Block
mikrosfarer | en sprutndl som ar storre oller likvardig med storlek o 19
(1,07 mm}. njicera blandningen av Bewd Block-mikrosfarer/kontrastmedel |
Ieveranskatetem under rentgengenomlysning med en langsam pulserande
rorclse. och overvaka samtidigr fibdeshastigheten pd kontrastmediet. Om
flodeshastigheten inte paverkas skall storre partiklar anvandas och
tillforselforfarandet upprepas. Anvand forsiktighetsprincipen vid hestamning av
for ermboliseringens slutpunkten.

= fabort katetern, men uppratthall en 1 sugkraft sa ekt de Bead Block
miketstare som forfaande fings | katetens umen inte driver bort.

+ Kaswera evontuiella oppna. anvanda Bead Block-mikrosfarer i den i forvag fyilda
sprutan edler arepilien

- FORPACKNINGSETIKETT:

joka estad Bead Block -mikropaliojen padsyn leesioon.
12. Bead Block -mikropalloja ei saa kayiad seuraavissa sovelluksissa:
i. Suurilapimittaisten Av-sunttien {ts. veri ei kulie valtimo/kapillaari/
laskimoreitin Kautta, vaan suoraan valtimosta laskimoon) embolisaatio.
ii. Keuhkovlumovenisuonet.
iil. Verisuonisto, jossa Bead Block -embolisaatioaine vol paasta suoraan
sisermpdan kaulavaltimoen tai ylld mainittuin versoonin

VAROQITUS: Tutkimusten mukaan Bead Biock -mikropallot eivat
muodosta aggregaatteja, joten ne tunkeutuvat syvemmille
verisuonistoon kuin muut samankokoiset PYA-partikkelit. Suuria
suntteja sisaltavien AV-malformaatioiden embolisaatiossa on valittava
suurikokoisempi Bead Block -embolisaatioaine, jotta mikropallot eivit
paase kulkeutumaan keuhkojen tai sydamen verenkiertoon.

Bead Block -mikropaliot nakyisivat ihon 1api, jos niita injisoitaisiin
valtimoihin, jotka johtavat verta pintasuoniin.

HUOMAUTUKSET:

= Fi saa kayt1@a, mikahi ruisku, pulio tar pakkaus i ole ehja.

« Steril, kertakaytiomen twiole. B saa kiyttaa vudestaan,

» Valitse kasiteltivaan patclogiaan sopiva Bead Block -mikrapallojen koko ja maara.

= Bead Block -mikropalinia saavat kiyttaa embolisaatioon vain [33kant, jotka ovat
saanect asianmukaisen, kyseiselld embolisaatinalucelia tehtavaa nterventionaalista
okkluusiots koskevan koulutuksen.

HUOMIO:
Tata laitetta saa myyda vain ladkdri tai laakarin maariyksesta
{USA).
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MAHDOLLISET KOMPLIKAATIOT:

1. Bead Block -mikropallojen ei-toivortu refluksi tal kulkeutuminen teseisin

valtimoihin, jotka ovat kasiteltaviin leesion vieresss, tai leasion kautta mulhin

valtimoihin tai valimoalueisiin, esim. sisempaan kaulavaltimoon tai

keuhkajen tai syddmen verenkiertoon

Keuhkoveritulppa.

Iskermiia e-toivotussa kohdassa.

Kapillaarisen alugen saturaatio ja kudosvaurnior.

Iskeeminen halvaus tai infark.

Verisuonen tai lension repeytyminen ja veremaioo,

Neurologiset hainot, esim. alvohermon hataus.

Vasospasmi.

Kuolerna.

0. Rekanalisaatio.

1. Laakehoitoa vaativa vicraisiin kappaleisin reagoimingn.

. Ladkehoitoa vaativa infektio

.+ Tukoksen muodostuminen katetrin karkeen aihettaen katetrin sicymisen
paikaliaan.

e B

o0 R ;

o o =

HUOLTO JA SAILYTYS:

Bead Block -mikrapaliot on séilytettava kuivassa ja villetissi paikassa valolta
sunjattuing ja alkuperdispakkauksessa

Kaytettava viimeistaan ruiskun/pullun etkettin merkittyyn pav@masraan
MENEssa.

LI s pakastia,

KAYTTOOHIE:

Arvioi ernen embolisaatiotoimenpiteen aloittamista leesiold ymparoka
vorisuonisto huolellisesti kayttaen korkearesoluutioista Kuvausta,

Bead Block -mikropalioja on saatavissa eri kokoising. Valitse huoledlisesti
kasitelavéan patologiaan (5. vaskulaarinen kohde | suonen koko) parhaiten
sopiva ja halutun tuloksen antava Bead Block -mikropatiojon koko.
Ay-malformaatioiden embolisaatiossa on valittava partikkelikoko, joki tukki
niduksen kulkematta AVM:n lpi.

= Valitse asennuskatetn kohdesuonen koon mukaan. Bead Bluck -mikropallon

.

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



Records processed under FOIA Request #2015-859; Released by CDRH on 04-11-2016.

kestava tilapaists 20-30 %0 kompressiota, jotta ne kulkiskar helpomrein
asennuskatetrin lapi.

« Vio asenriuskatetr kohdesuoneen sairaalan tavallisen kaytannon mukagn, Asota
katetrin krki mahdollisimmian I3helle hoitokohtaa, jota terveet suonet eivat
tukkeudu tahattomasti.

+ Bead Block -mikropallot eivat néy rontgenlapivalaisusse. Embolisaatiota on
susiteltavaa tarkkailla rontgenlapivalaistissy I$58mata haluttu maara
watjoainetta keittosuolaliuokseen,

« Vi Bead Block -mikiopallor haluittuon kohtaan.

Esitaytetty ruisku:

0 Aspiroi 5 mi varcaingtta suoraan ruiskuun, jutta saadaan n. 50 %
varjoainetia ja n. 50 % keittosuolalinosta sisltéva seos. Poista ilma ruiskusta.
Sekoita Bead Block -mikropallot ja varjoaine hyvin kagntamalia 20 min
ruiskua varovasti yiosalaisin useita kertofa. Kinnitd 20 me risku toiseen Lier
ock 3-tiehanan porttiin ja kiinnita haluttaessa asennuskatelri ianan taiseen
porttiin. Oulots useita minuutiva. jotts Bead Block -mikropallot sekoittuvat
hyvin, Ve Bead Block - mikropalio-varjoainelivos injetioruiskuun hitsast ja '
varovasti, jotta jarestetmaan el padse linaa. Poista iima kokonaan
jarjestelmasta onen injisimista. injisoi Bead Block -mikropatio-varjoainelios
injektioruiskusta rontgeniapivalaisussa hitaalla, sykayksittdiseld liikkeelld ja
tarkkail: samalla varjozineen virtausnopeutia. Jos virtausnopeus ei mut,
toista toimenpide inyistimalla Ui Bead Block -mikropallo-varjoaineliugs tai
harkitse suurikokoisempien mikropaliien kayitod, Jos Bead Block -
mikropallot ja verjoaing on sekoitettava uidastaan, kidnng 20 min ruiskua
varvast yiosataisin useita kertoja. Kayta varovaista harkintaa embolisaation
loppupistesn Jrioinnissa.

Pullo:

o Ravista Bead Block -mikropalioja siséltavas pulloa ja laimenna mikropallot
varjoainesia joko metalfi- tal ruostumattomasta teraksesta valmistetussa
astiassa tal suoraan ruiskussa. Varmista, ettd mikropaliopartikkedit sekoittuvat
hyvin varoaineesesn, Jotta ne jakautuvat paremmin infisoinnin aikana. Veda
Bead Block -mikropallot ruiskun neulaan. jonka koko on vahintéén 19 G (1.07
). jisod Brad Block -mikropallot hitaasti asennuskatetriin
iontgenlipslaisissa ja tarkkaile samalla varjoaireen vinausnopeutta. Jos
virtausnopeus el muLty, valitss suurempi partikkelikoko jo toista tomenpide:
Kaytés varovaisia harkintas embolisaztion loppupisteen anvioinnissa.

« Kun wimengpide on tehty, poista katefri ja jatka imua varovasti, jotta katetrin
juumeniin jaanect Bead Block -mikropallot efvat siiry paikattaan.

+ Haviti esitéytetyssa ruiskussa tai pullossa olevat avasmattomt ja
kayttamattomit Bead Block -mikiopaflot

‘PAKKAUSMERKINTA:

1. Kérimosstand peritert om tillférselartarema sorn forhindrar att Bead Block-
mikrostiirer passarar Tl lesionen.
12, Arwand inte Bead Block-mikrostarer i foljande tilampningar:

i. Embolisering av arteriovenosa shuntar med stor diameter {dvs, dar blodet
inte: passerar genom den arteriellakapillérafvendsa bvergangen Ltan
direkt fran artar till ven.)

ii. Lungartaren ach dess fargreningar.

il Nagon karlstruktur dar anviindning av Bead Block embolisk agens skulle
kunng ga direkt in i den interna halspulsadern eller ovan angiva kar!.

VARNING: Det har i undersdkningar onstaterats att Bead Block-
mikrosfarer inte & klumpbildande, och dérigenom tranger djupare in i
karistrukturen jamfiirt med andra PYA-partiklar av samma storlek. Det
ar viktigt att iaktta forsiktighet och vélja en stime storlek av Bead
Block embolisk agens vid embolisering av arteriovendsa missbildningar
med stora shuntar, fér att undvika att mikrosfarerna tranger in i hjart-
llungeirkulationssystemet.

Firgen pa Bead Block-mikrosfarer kan synas genom huden vid injektion
i artarer som farsorjer ytliga vavnader.

FORSIKTIGHETSATGARDER:

» Produkten 14r inte anvandas om sprutan. ampullen eller torpackringen voskar
siadads

+ Produkten dr steril och avsedd lor engangshruk. Ateranvanciing ar forbjuden.

» Valj storlek och antal Bead Block mekrostarer med utgangspurikt  den gatologi
som skall behandlas

= Embolisering med Brad Block-mikrosfdrer shall endiast uttinas wv kkare som
grnomaatt relevant wibidning | interventionssckhision for det omrade som skall
emboliseras

VAR FORSIKTIG!
Endigt federal lagstiftning (LUSA) far denna produkt endast séljas av

lakare eller p lakares ordination,
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MOILIGA KOMPLIKATIONER:

1. Oonskat Aterflode elter overforing av Bead Block-mikrostarer til nonmak
artarer bredvid mallesionen, eller genom lesionen il andra artArer aller
artarbaddar sasom halspulsadern, eller hjart-lungeirkulationssysiemet.
Lungermbolisering.

Tschemi pd conskal stile

Saturering av kapilarbiddar och viivnadsskador

Ischermisk stroke efler ischemisk infarkt,

Blodkarl ellor lesion Brister och bloder

Moeurologiska skador inklusive fortamning av kraniainerven.
Wasospasm.

Diden

. Omkanalisering.

. Reakrion mat frammande kropp sum kraver mecficinskt ingripande,

. Infektion som kraver medicinsk intervention.

. Koagbitdning vid kateterns spets som direfter lussnai

Inopel 2
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KONSERVERING OCH FORVARING:

Bead Block-mikrostarer maste forvaras i originalforoackningen pa it swaft, tom
ach mirkt stalle.

Anvand fore det datum som anges pa ampullens/sprutans etikett

Far e frysas in.

BRUKSANVISNING:

Gor en noggrann bedomning av Karsystemat runt lesionan med Hdlp av
bildatergiviiing med hogupplosning innan emboliseringsingreppet paborjas,
Buad Block-mikrosfarer tilhandahalls i en rad olika storekar. Val omsorgsfullt ut
tlen storlek av Bead Block-mikrosfarer som bast passar patologin {gvs.
malkarkkdrlstorlek) och ger dnskat kliniske resuiltat

+ Vid embolisering av anlerioventisa missbildringarskall tlirackhig partikelstorick

25

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



Records processed under FOIA Request #2015-859; Released by CDRH on 04-11-2016.

STFRIL ENDAST FOR FNCGANCSBRUK - ICKE PYROGEN
Angsteriliserad
Far e} anvandas om forpackningen har dppnats eller ar skadad

BESKRIVNING:

Bead Block innehialler en rad noggrart kalibrerade mikroslarer av hydroget som ar
kroppsvaniiga, ydrofila uch inte gar att absorbera. Bead Rlock mikosfarer ar
tilhverkade av polyinylalkohol och Wilhandahalls | filjande: storekar

Storlek Etikett-farg
100 - 300 um Gul
300 - 500 pum Bla
500 - 700 pm Rod
700 - 900 um Grén
900 - 1200 um Lila
PRESENTATION:

Spruta

« 20 mi spruta

« Sprutan levereras i on sterid, Tt forsluton och specialutformad Tyvek . -bricka mes
ankel rivappring uch fargad etikett som underléttar icentifiering av storleken.

« Varje sprata inneiidlier cirka 1 ml eller 2 ml Bead Block mikrosférer i icke-pyrogon
steril och fysiologiskt buffrad saklosning. Den totala sammaniagda volymen
saltlosning och Bead Block-mikrosfarer ar 5 il

» Varje spriita ar avsedd att anvandas for en enda patient. +ar ef omsteriliseras.
Oarivant material skall kasseras,

Ampull

* Glasampuit pa 10 mi

= Propp forseglad med en aluminiumbatt som har et fargat lock.

= Varje ampull innchaller cirka 1 mi elier 2 mi Bead Block-mikrosfarer i icke-pyrogen
steril och fysiologiske buffrad saltiosning. Den totala sammianlagda volymen av
saltlosning och Bead Block mikrostérer &r 3 mil.

« Varje ampull dr avsedd att anvaindas for en enda patient. Far e omsteriliseras.
Darwant mutenal skall kasserds.

INDIKATIONER:

Bead Biock-mikrosfirer ar avsedis ot anvandas for embolisering av hypervaskulara
wmirer ooh artoriovendsa misshildningar

. KLINISK TILLAMPNING:

| vetanskaplig litteratur finns en omfattande dokumentation av
emboliseringsingrepp cdr en rad olika artificiella agenser anvénts, 1 sival
neurologiska som peritera karlsystom, dérintand huvud. bals, rygarad, lever.
genitaformeade:, livmoder, mag tarmsyster, extremiteter och lungor bn
kéiliforteckrang e et ropresentatit ureal av dessa foljer efter denna
bnuianvizning

KONTRAINDIKATIONER:

1. Patienter som &r intoleranta mot ocklusionsingrepp.
2. Karlanatomi ellor blodfidde som forhindrar kateterinkigg eller embolisk
njekeion.

3. Db vasospasm forcligge: eller rimligen kan antas upptrada

4. Din bloduiry Forligger elier imlioen kan antas upptrada,

5. Vid s ateromiatos sjukdom

6. Vid forekomst av tillforselartarer som & rindre an de distala grenar fran
vilka de springer.

7. Vid extra-till-intrakraniedl anastomos eller shuntar,

8. Vid forekomst av kollaterala karlnanor som skulle kunna utgora en risk for

nornmala omraden under embolisering.

9. Vid forekomst av @ndartarer som leder direkt till kraniainerver,

10, Mid farekomst av lesionsstodiande artdrer som inte r stora nog att ta emot
Bead Block nikrosfires

L002 20 1-51E0
3UE-1 06 2003

STERIL KUNTII FNGANGSRRUK - IKKE PYROCENT
Damnpsterifisert
Skal ikke brukes hvis paknigen er apnet eller skadet

BESKRIVELSE:

Bead Block bestar av en rekie hydrogel-mikrokuler som er biukompatible, kke-
resorberends: o nayaktin kafibrere. Bead Block mikrokuler o produser av
puiingatkohol og finnes i felgende starrelser:

Starrelse Ftiketi Farge
100 - 300 um Gul
300 - 500 pm Bla
500 - 700 um Rad
700 - 900 pm Grann
900 - 1200 pm Lilla
PAKNING:
Sprayte

+ Spreyte pa 20 ml.

* Sprusyten kormmer | el sterilt, forseglet ferdig utformet Tywek "-brett. Cette: kan
foldes til side og er fargemerket for & anqi stanelsen.

* Huver spreyte innchoider ca. 1 mi elier 2 ml av Bead Block mikrokuler e ikke-
pyrogen, Rsiologisk hufret satopplesning. Totalvolum av saltopplesning og Bead
Block mikrokuler er 5 ml.

* Hver sproyte er kun til enkeltpasientbruk. kke steriliser pa ovtt. Kast alt obrukt
materiak:

Flaske

= 10 ml gistlaske,

= Propp somr: er forseglet med en aluminiumskapsel som er utstyrt med en farget
kapsel.

+ Hyar flaske inncholder ca. 7 ml eller 2 mi med Bead Block mikrokuler 1en ikke-
pyrogen, fysiclogisk bufret satopplesning. lotavolum av sattopplesning og Bead
Bock mikickuler ef & ml,

* Hvar sprayie er kun til crkelpasientbiuk, lkke stenliser pd nytl. Kast alt ubrukt
materiale,

INDIKASJONER:

Bead Block mikrokuler skal brukes for embolisering av hypervaskulaem svulster og
artariovenase misdannelser (AVY),

KLINISKE BRUKSOMRADER:

Yiterrskapeliq Iitteratur gir bred dokurmentering av ernbolisenngsprosedyrer ved bruk
av o1 Tekke kunstige stoffer | bade det nevrologiske og det perifere vaskulere
system, inkhudert hode, nakke. ryggrad. lever, urogenitalsystemet, livmor, det
gastrointestinale systemn, cksiremiteter og lunger, Eger bruksanvismngen or det
oppfart en onyfattende bibliografi.

KONTRAINDIKASJONER:

1. Pasienter som seagerer pA okklusjonsprosedyrer

2. Vaskular anatomi elier blodgjennomstramning som Ltelukker innnsetting av

kateter eller embolinjeksjoner.

Forgkamst av eller sannsynlighet for vasospasmer.

Forekomst av eller sannsynlighet for bladninger.

Forekormst av ahvorlig steromatos sykdont,

Huis tilfarselsarteriene er mindre enn de distale Arene de springer ut fra

Forekomst av tydelige ckstra-intrakranie: anastomoser elier shunts

Forgkornst av kollaterale blodarer som kan skade narmale omeader vid

embolisering

0. Forekomst av sluttarierier som ferer direkte Gl kranienerver,

10, Hvis lesjonens tilfarselsarterier ikker of store nok til & motta Bead Block.
mikiokuler,

17, Huis et er parifer voskuleer motstand ot tiforselsarterione slik at det hinder 54

@ g
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Bead Block mikiokulene 14 komme fren til lesjonen,
12, Ikke bruk Bead Block mikoluler i felgende tilfeller:

i. Embolisering av arteriovenese shunts med stor dlameter {der blodet ikke
passerer ved arteriellikapiliarvenas overgang, men direkte fra arterie ti
veng,

ii. Den pulmonal-arteriefle vaskulaturen

jii.Enhver vaskulatur der bruken av Bead Block embulisk sioft kan fare tit at
stoffet passerer direkte over | indre hovedarterie eller nocn av karens som
e nevnt oventor,

ADVARSEL: Tidligere studier har vist at Bead Block mikrokuter ilke
danner aggregater og derfor trenger dypere inn i vaskulaturen
sammenlignet med PVA-partikler av liknende sterreise. Det er viktig &
passe pa at Bead Block emboloisk stoff med stor starrelse brukes ved
embolisering av arteriovenase misdannelser med store shunts, for 4
unngd at mikrokulene kommer inn i pulmonal- eller koronarkretslapet.

Det er mulig at fargen pa Bead Block mikrokulene vil synes gjennom
huden hvis de injiseres i arterier som forsyner overflatevev.

FORSIKTIGHETSREGLER:

+ lkke bruk hvis sproyten, flasken effer pakningen sor Ut til & vave skadet

* Sterilt produkt Ul enganshnik

« Vialg sterrelse og mennde v Bead Blogk imikrukuter som er tilpasset den
patologiske tilstanden som skal benandles

= Fmbahsering med Bead Block mikrokuler skal kun utfores av leger som har fatt
applaring i ntenensjonell okkluson 1 det ormaded sum skal embaliseres,

ADVARSEL:
| felge faderale lover (USA) skal denne enhten kun skal selges av

eller etter ordre av en lege.

MULIGE KOMPLIKASIONER:

1. Unnsket filokessemming eller overforing av Bead Block mikrokuler t andre
arteriee naes den aktuete lesjoren eller overfaring giennom lesjonen il andre:
arteries efler arterenialle 1, som den ingie Rovedarteric. og pulmonat elle
koronarkretslopet

Lungeebolienng.

Iskerni o et uensket sted.

Fortetning av kapilleere fag ollor vevsskade

Iskamisk slag eller iskemisk infarkL.

Are- efler lesjonsbrist og bladninger..

Nevrologiske mangler. inkludert lammelser av kranieneren.

Wasospasmer

Dod

Reskenalisering.

1. Reaksjoner overfor frammedstafter som gier medisinske inngrep nadvendig.
2. Infisksjorier sum gjer medisinske inmgrep nadvendig.

3. Blodproppsdannelse pa kateterspissen med pafolgende los vetse.
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:BEVARING OG LAGRING:

Bead Block mikrokuler ma opphevares pa of Kefig, tort og merkt sted i
nrigialpakiingen.

M bukes for daoen som er avinerkt pd sprayten/flasken

Ma ke fryses

BRUKSANVISNING:

Dot vaskuteere nettverket som er forbundet med lesjonen mé cvalueres neye ved

bruk av heyoppleselig avbilding for embaliseringsprosessen begynner.

Bead Block mikrokuier firnes { en rekke starrelsor. Pass pa at starrelsen pa Bead

Bloxck mikrokuleno er tilpasset patologien (vaskulazrt malidrestarrelse) og gir det

oriskite kliniske wsultat,

« Velg en partikkelstarrolse som okkiuderer ansamlingsstedet uten 8 passere
giermom AVM ved erabolisering av arteriovengse misdannelser.

= Vel et keteder som of basert pa starrelsen av det aktuclie karet. Bead Block
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mikrokuber kan utsettes for en midlertidig kempresjon pa 20 % til 30 % for at de
Skal kunne passere gienngm kateterst,

« o kateterat inn 1 det akiuelle karet felge vanli remgangsmate. Plasser
keteterspissen s4 na behandingsstedet som mubg for § unngd utilsiktet
okklusjon av normale kar.,

+ Bead Block mikrokuler er ikke radioopake. Det anbefales & kontrollere
emboliseringen ved bruk av fluoroskopisk visualisering ved & tilsette riktig
mengde kontrastvanske $il den fysiologiske: SUSpERSONSVERSKEN.

= Avgivelse av Bead Block mikrokuler.

Ferdigfylt sprayte:

o Aspirer 5 ml med kontrastvaeske direkte innosproyten slik at den inncholder
ca. 50 % kontrastvaoske 0g 50 % saltiesningsblanding. All T ma flemes fra
sprayten. Snu 20 mi sprayten forsiktig opg ned flere ganger slik ot Bead Block
mikrokuter/ kontrastveeske er jevnt fordelt. Fest 20 ml spreyten W en av
adpningene | 3-veis-stoppakranen. £t avieveringskateter kan festes Ul den
giervaerende apningen i stoppekranen hvis dette er enskelig. Vet | flore
minitter slik at Bead Block mikrokulene suspenderes pa riktig mate. Trekk
Bead Block mikrokuler/kontrastvaeske-opplasning opp I injeksjonssprayien
sakte og forsikig for & minimese muligheten for at fuft kommer inn i systeme,
Tom all uft ut av systemet far injeksjonen. Injiser Bead Block/kontrastvesske-
opplasningen ved bruk av flugroskopisk visualisering o6 langsomme
pulserende: bevegelser samiudig som giennnomstrammingshasigheten
chserverns, Huis giennomstrommingshastigheten ikke pavirkes ma
avleveringsprosessen gientas med flere injeksjoner av Bead
Block/kontrastveeske-opplasning. Bruk av sterre Bead Block mikrokuler kan
virderes. Hyis resuspendering av Bead Biock/kontrastveeske-opplasningen ei
pakrevat, skal 20 mi spreyten snus opp ned flere gange. Veer heller forsiktig
nar du skl bedemme emboliseringens avslutningspunkt

Flaske:

o Rist flasken med Bead Block mikrokuler og fortynn Bead Block mikrokulene
med kontrastveeske | et beger av metall eller rustfritt stal eller direkie i
sprayten. Pass pé at partiklene | kontrastvaesken er suspendent pa rikig mite
for bedre distribusjon av partikienc ved injeksjon. Trekk opp Bead Block
mikrokuler metd en sproytenal som er sterre enn eller 1k 19 gauge (1,07 mm).
Injiser Bead Block mikrokulene: langsomt inn | katereret ved bruk av
fiucroskopisk visualisering mens giennomstrammingshastigheten observeres,
Hvis giennomstrammingshastigheten ikke pavirkes, skal on stere
partikkalstarrelse brukes og avieveringsprosessen gientas. Var heller forsiktig
nar du skal bedomme emboiseringens avslutningspurkt.

* Hom kateteret nar behiandlingen or fullfert. Bovar e svak oppsugingseffekt slik at
Bead Block mikrokulene som fremdeles er kateteterfilrommet ikke lasner.

» Kast alle 4pne ubrukte Bead Block mikrokuler fra den ferdigfylite: spreyten eller
flasken,

PAKNINGSETIKETT:

REF - Katalognummer f?'\ = Merk,
:‘;'. Se bruksarvisningen
- - Batch-nummer/
Lo7T
Lot-nummer

A3 - Mg ikke brukes pa
B - ¢]
\%) nytt g = Brukes for

- Dampsterilisert
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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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7.3 Promotional Materials

This document contains company confidential and/or proprietary information. Do not copy,
distribute, or otherwise communicate the contents of this document without prior written express
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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Catheter

somplessible ” HHLIT Compatibility Chart

Catheter  Manufacturer Catheter Compatible BeadBlock™ microsphere

Inner 300-500  500-700 -9 9001200
Diameter microns microns PHOTGTS microns

(inches)

4FR and 5FA Catheler o C > '$)
BSMD EmboCath™ O O (s
Terumo Progreat™ (} o O {W
MTH Rebar™ - 027 C O .
BSC Renegade™ Hi - Flo o @ (..x —
Cordis Mass—';"—r—a—nsit ® C () cj: ; o
BSC FasTRACKER® - 325 o © .
BSC TurboTracker® - 18 O O
Jr— o o
019-.023 - e
Renagade™ C O
RapidTransi® O O
Tracker® Excel™ - 14 C
(;;J“I;S Prowle:g:z: O
014-.018  Cordis Prowler®- 10 O
B;Z FasTRACKER® - t0 O
(;(-J;d_‘ssmm“ Regatta® ©

Balt Magic® 1.5

Spinnaker Elite™ 1.8

Spinnaker Elita™ 1.5

TERUMD TERUMO INTERVENTIONAL SYSTEMS

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Toraro Meoical Corporation, All nghts reservea. The Terumo, Glidecalh. and
H raderarks, while the Progreat. and Glidesheath ara

seacks o Tocaaro Corporation. Producs carrying these trademarks are
reanutachured by Toruma

noration. Bead Block is a trademark of Biocompaiibles
ko td Bead Black microspheres are manufactured by Biscompalibles UK ild. ana
distribuied globaily by Terumo

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 1 52
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You wouldn’t work with an invisible technologist.
Why work with an invisible embolic?

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. \%"S
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3-Way Stopcock Experiment
Digital Photographs
Bead Block
Contour SE
Embosphere

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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500 — 700pum (before)

Bead Block

Eha
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. / L)/’:'L
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. /3



Records processed under FOIA Request #2015-859; Released by CDRH on 04-11-2016.

500 — 700um (before)

Contour SE

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. } j{ O



500 — 700pum (before)

Embosphere

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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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. // ‘5
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Biocompatibles UK Ltd.. - 5

510(k) Pre-Market Notification

GelSpheres™ Microspheres

Bead Block™ Compressible Microspheres

7.4 Lid stock label changes planned for 2005

This document contains company confidential and/or proprietary information. Do not copy,
distribute, or otherwise communicate the contents of this document without prior written express
consent from Biocompatibles UK Ltd.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. /L//‘/
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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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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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8.0 Summary of Design Control Activities
(Verification & Validation)

8.1 Summary Statement

GelSpheres™ DHF Elements

» Project Plan
Product Requirements Document
Risk & FMECA Analysis
Design Specifications
Review Notes
Prototype Review
Verification Plans/Reports/Data
Validation Plans/Reports/Data
Labeling
Design Review/Quality Audit(s)
Reference to Released DCR's

8.2 Risk Analysis

In the course of product and process development, Biocompatibles UK Ltd.
isk analysis for Bead Block ™ / GelSpheres™.

This document contains company confidential and/or proprietary information. Do not copy, distribute, or otherwise
communicate the contents of this document without prior written express consent from Biocompatibles UK Ltd.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. /L'[tq'
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This document contains company confidential and/or proprietary information. Do not copy, distribute, or otherwise
communicate the contents of this document without prior written express consent from Biocompatibles UK Ltd.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. / Z% 3/
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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 1ISO Notified Body, using
protocols defined by those test labs.

Verification and Validation activities for both GelSpheres™ and Bead
Block™ have been substantially completed as appropriate in
accordance with the verification and validation protocols. Any remaining
verification or validation activities will have been successfully completed
prior to placing the products into interstate commerce. A copy of these
documents are included in Appendix IV of this pre-market notification.

8.3.1 Specific Verification and Validation Activities

8.3.1.1 Biocompatibility

The biocompatibility testing listed in Table 8-1 provides a summary of
the testing performed in K023089, as the processes are practically
unchanged from K023089, and product specifications are unchanged,
no additional biocompatibility testing was necessary:

Biocompatibility Test Pass/Fail
Genotoxicity: /n Vitro Chromosomal Pass
Aberration Study in Mammalian Cells
Mouse Bone Marrow Micronucleus Study Pass
In Vitro Hemolysis Study (Modified ASTM- Pass
Direct Contact Method)
1SO Muscle Implantation Study in the Pass
Rabbit
Cytotoxicity Study using the ISO Elution Pass
Method
1SO Sensitization Study in the Guinea Pig Pass
ISO Acute Intracutaneous Reactivity Study Pass
in the Rabbit
Chronic Toxicity Study in the Rat following Pass
Subcutaneous Implantation (13 weeks)

Subchronic Intravenous Toxicity Study in Pass
the Rat (14 day, saline extract)

Genotoxicity: Bacterial Reverse Mutation Pass
Study

iSO Acute Systemic Toxicity Study in the Pass
Mouse (liquid/chemical)

ISO Surgical Muscle Implantation in the Pass
Rabbit (26 weeks)

Table 8-1 Biocompatibility testing summary

This document contains company confidential and/or proprietary information. Do not copy,

distribyier SbALREISEHIMIBEMT R AURIS DR AN YA fripryritten express ,Q :
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8.3.2 Process verification

Biocompatibles UK Ltd., conducted process verification and validation in
accordance with a series of written protocols (see Appendix V). Process
steps for which data was collected for analysis were determined through
an analysis and review of the Risk Analysis and Process FMECA. Data
was collected during the course of the verification runs and recorded on
the manufacturing routers and included in the Device History File for

each verification lot.

This document contains company confidential and/or proprietary information. Do not copy,

diglribeite, BFQIBEWISERAMTBENGRIE SARAVBRAISOSBIRARYDSH AP frigr written express / j/f
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8.3.3 Stability

Biocompatibles UK Ltd., using samples manufactured during the process
verifications for GelSpheres™ and Bead Block™ has conducted end

iroduct stabiliti testini in accordance with written protocols

Stability testing includes samples in real time and aged at 25°+ 2°C and
60% RH + 5% (real time) and samples aged at 57°+ 2°C (accelerated
aging). At time intervals defined in the protocols, samples are
tested/inspected for conformance with product specifications.

8.3.4 Package Integrity

Samples of GelSpheres ™/Bead Block™ are taken from the production
lots manufactured for process verification purposes and tested for the
integrity of the packaging. GelSpheres™, which utilize glass vials are
tested to assure the integrity of the via! stopper. Bead Block™ are tested
for the integrity of the seal between the Tyvek® lid stock and the
polycarbonate tray. Protocols and reports for the package integrity tests
are included in Appendix V.

8.3.5 Sterility

GelSpheres™ 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.

8.3.6 Pyrogenicity

GelSpheres™ and Bead Block™ are validated to be “Non-Pyrogenic” to
an end product endotoxin level of <0.06 EU/ML. Pyrogenicity and

This document contains company confidential and/or proprietary information. Do not copy,
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8.5

8.6

GelSpheres™ Microspheres
Bead Block™ Compressible Microspheres

presence of endotoxins are determined using the Kinetic-Chromogenic
LAL method. Endotoxin testing is performed by Cambrex, Belgium. Test
methods are validated by Cambrex. Validation is conducted using
samples from the lots manufactured for the Process Verifications. In
addition, each lot of GelSpheres™/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.
A copy of the test report from the verification lots is included in Appendix
il.

Identification of Changes made to Device Master Record

Drawing numbers and revisions are documented in the Master Device
Records which are on file at Biocompatibles UK Ltd..

Design Review

A Design Review was conducted as required in the Design Control
procedure and signed-off by the designated individuals (Attached).
Additional Design Review activities will occur on the completion of
verification and validation testing.

This document contains company confidential and/or proprietary infermation. Do not copy,
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service " -
Food and Drug Administration

Memorandum
From: Reviewer(s) - Name(s) V[/ / M
Subject:  510(k) Number KO L’/22 2 /
To: The Record - It is my recommendation that the subject 51 0(k) Notification:
ORrefused to accept.
DRequircs additional information (other than refuse to accept). L <_; é/
ﬂs substantially equivalent to marketed devices. ﬂ
[INOT substantially equivalent to marketed devices.
CJOther (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Section 522 Postmarket Surveillance? dvEs ﬁ NO
s this device subject to the Tracking Regulation? CIYES ﬂ NO
Was clinical data necessary to support the review of this 5 10(k)? OYES ﬂNO
Is this a prescription device? /ngES ] Nno
Was this 510(k) reviewed by a Third Party? OvEs BNo
Special 510(k)? LIves ﬂ NO
Abbreviated 510(k)? Please fill out form on H Drive 5t0k/boilers Ovyes 51 NO
Truthful and Accurate Statement [JRequested M Enclosed
A 510(k) summary OR LA 510(k) statement
The required certification and summary for class III devices
,g The indication for usc form
Combination Product Category (Please see algorithm on H drive SIOkaoilers') M

Animal Tissue Source [ YES MNO Material of Biological Origin ] YES QNO

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
MNO Confidentiality T Confidentiality for 90 days [J Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

[eG §62.CHD LlaesBiL, drbibiac] Cabilipnts Boveot
Review: MK//" 47 )( { /5' [/ / /J @C/

(Branch Chief) - (Branch Code) (Date)
Final Review: M d W M /Iz//éy
ADivision Director) (Date) ’ T
Revised:4/2/03

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. //
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REVISED:3/14/95

THE 510 (K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 (K)
BOILERPLATES TITLED "DOCUMENTATION" AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.)}.

"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

x Q472731
Reviewer: % 7//‘%%{»7\__,
bivision/branch: OGHEAL) [ L2 S P
bevice Name:  GéAL ety /4££4M€-'/4/444— J Bead Block N

Product To Which Compared (510(X) Number If Known) : Kﬁ 337’6 /

YES/’ NO
1. Is Product A Device -/2///’ If NO = Stop
2. Is Device Subject To 510(k)? /// If NO = Stop
3. Same Indication Statement? / IyYEs = Go To 5
4. Do Differences Alter The Effect Or /Ef YES = Stop NE
Raise New Issues of Safety Or p//
Effectiveness? L
Vi
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 Precise If NO = Goc To 10
Enough? If YES = Stop SE
8. New Types Of Safety Or Effectiveness If YES = Stop NE
Questions?
9. Acgepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? If RO = Reqgquest
Data
11. Data Demonstrate Egquivalence? Final Decision:
Note: In addition to completing the form on the LAN, "yes" responses to
questions 4, 6, 8, and 11, and every "no'" response redquires an
explanation.

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

2. Device Description: Provide a statement of how the device is either
gsimilar to and/or different from other marketed devices, plus data (if
necessary) to support the statement. Is the device life-supporting or
life sustaining? Is the device implanted (short-term or long-term)? Does
the device design use software? Is the device sterile? Is the device for
single use? Is the device over-the-counter or prescription use? Does the
device contain drug or bioclogical preduct as a component? Is this device
a kic? 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 AS NEEDED

1. Explain why not a device:

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

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

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

5. Describe the new technological characteristics:

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

7. Explain how descriptive characteristics are not precise enocugh:

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

guestions are not new:
9. Explain why existing scientific methods can not be used:
10. Explain what performance data is needed:

11. Explain how the performance data demcnstrates that the device is or is
not substantially equivalent:

ATTACH ADDITICNAL SUPPORTING INFORMATION

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. _\_J
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Internal Administrative Form

By —

Did the firm request expedited review?
Did we grant expedited review?

o

Have you verified that the Document is labeled Class Ill for GMP
purposes?
If, not, has POS been notified?

Is the product a device?
s the device exempt from 510(k) by regulation or policy?
Is the device subject to review by CDRH?

OIN O A

9.

Are you aware that this device has been the subject of a previous NSE
decision?

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

10. Are you aware of the submitter being the subject of an integrity

investigation?

11.1f, yes, consult the ODE Integrity Officer.
12.Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.

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

TO: K042231

FROM: Peter L. Hudson, Ph.D.
ODE/DGRND/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

Email:  johngreenbaum@Compuserve.com

Recommendation:  Substantially Equivalent

Procode: HCG

Class: 11

Regulation Number: 882.5950

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), Biocure, Inc., currently acts as a contract
manufacturer to this sponsor. The sponsor now would like to manufacture the product. 1 asked
Ms. Marjorie Shulman whether the sponsor had to submit a 510(k). Her response:

They do not need a 510(k) just for a change in manufacturing sites. However, if a 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.

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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Predicate device(s)

Gelspheres Microspheres, Biocure, Inc., K023089

Gelspheres Microspheres & Bead Block Compressible Microspheres, Biocompatibles, UK.,
Ltd., K033761

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 polyvinyl 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 either 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 used: Gelspheres™, dyed
and undyed contain i whereas Bead Block™ microspheres contain d

Both bead types are provided in the 100 pum 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.
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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 [.D. Micro-catheter

{(in./micron)

0.024/610 5Fr.

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.

\\
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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
characteristics

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

manufacturin
was determined to be
necessary. e sponsor cites all of the biocompatibility evaluations done in support of

K0230869.

Safety Data - Predicate Device(s)
A complete list of biocompatibility evaluations, as recommended for permanently

implanted medical devices in the ISO 10993 document, was conducted in support of the
device in K023089.

Effectiveness Data — Subject Device

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.



Records processed under FOIA Request #2015-859; Released by CDRH on 04-11-2016.

Discussion of whether the data demonstrate that the subject device is as safe and

effective as the predicate(s
e device 18 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, AAMI/ISO 11134,
Packaging:
Gelspheres™ are packaged in a sealed glass vial in a solution of - The vial contents
are sealed using a rubber stopper with metal retaining ring. The vials are placed in cardboard
boxes.
Bead Block™ microspheres are packaged in syringes made of polycarbonate with silicone
rubber bungs. The syringes are placed in a polycarbonate tray with a Tyvek® lid.

6. Discussion of Labeling Adeguacy
(Prescription):
Package Insert (page 73, section 7.0)
Carton/Pouch Labels (page 59)

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



Records processed under FOIA Request #2015-859; Released by CDRH on 04-11-2016.

The list of references
contained in the device package insert in this submission is the same as what was previously
cleared under K023089. The labeling is substantially equivalent to the predicate product label.

A
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?
e 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
FDA Establishment Registration Number: 3002124545

9. Analysis of the Equivalence of the Subject and Predlcate( 8)
The subject device of the application is essentiallv i
products.

The sponsor is now
manufacturing the product in their own facility and not having the product manufactured for
them by the previous 510(k) owner, Biocure.

€ device 15

substantially equivalent {o the predicates identified.

——
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. \L)
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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 lll Certification and
Summary

PREMARKET NOTIFICATION
CLASS Hl CERTIFICATION AND SUMMARY
{As Required by 21 CFR 807.94)

| certify that, in my capacity as Director, Regulatory Affairs of
Biocompatibles UK LTD. that 1 have conducted a reasonable
search of all information known or otherwise avatlable about the
types and causes of safety and/or effectiveness problems that have
been reported for GelSpheres/BeadBlock. 1 further certify that [ am
aware of the types of problems to which the GelSpheres/BeadBlock
is susceptible and that, to the best of my knowledge, the following
summary of the types and causes of safety and/or effectiveness
problems about GelSpheres/BeadBiock is complete and accurate.

Bibliography attached by reference to 510(k) #K023089.
Authorization to reference the file for K023089 has been provided
by the original 510K hoider and included in the pre-market
notification.

KL QY

John Greenbaum/ For Dr. Alistair Taylor

November 8, 2004
{Date)

K0O43321
510(k) Number

Bivcompatbies LK Lid
Fre-market Nottcaton
GelSpheres™ Emboke AgerBeadBlock ™ Embole Agent

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. \)3(
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to
Marketed Device *

Descriptive Information ew Device Have Same

about New or Marketed In
Device Requested as Needed

New Device H
Use and May be

NO

@ 10 EnsureNZquivalence? @

NO

~——— Are Performance Data Do Accepted Scientific

Available to Asses Equivalence? YES Methods Exist for
Assessing Eftects of NO
C the New Characteristics?
YLES
/ Ok
b
Performance Are Performance Data Available NO
Data Required 7 To Asscss Effects of New
Characteristics? ***
7 YES
D, O
P performance Data Demonstrate Performance Data Demonstrate
Equivalence? Equivalence?  €———
YES YES NO
NO
“Substantially Cquivalent” @
To Determination To
* 510(k) Submissiens compare new devices to marketed devices. FDA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear
i This decision is normally based an descriptive information alone, but limited testing information is sometimes required.

-k

% Statement?T ¥ Therapeutic/Diagnostic/etc. Effect

O,

NO Do the Differences Alter the Intended
YES

(in Deciding, May Consider Impact oty
Safety and Lifectiveness)?**
NO
“+——

(&)

Could the New
Characteristics

New Device Has
New Intended Use

Do the New Characteristics

Affect Safety or — Raise New Types of Safety YES »O

Effectiveness? or Effectiveness Questions?

NO
NO

Data maybe in the ST0K), other 510(k)s, the Center's classification {itcs, or the literature.

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

Not Substantially
Eguivalent Determination

ﬁl
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