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510(k) Numbers and Product Codes of equivalent devices.
Biocure, Inc,
GelSphereSTM Microspheres
510OK Number: #K023089
Product Code: HOG
CFR Section: 882.5950

Biocompatibles UK Ltd.
GelSpheres TM Microspheres
Bead Block TM Compressible Microspheres
510K Number: #K033761
Product Code: HOG
CFR Section: 882.5950

Indications for Use and Intended Population

"GelSphereSTMl/Bead Block TM Compressible Microspheres are indicated for
Embolization of hypervascular tumors and arteriovenous malformations
(AVMV's).

Device Description

GelSpheresim and Bead Block TM 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 (AVMV's). GelSphereSTm and Bead Block TM

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~m Compressible Microspheres is dyed blue (GelSphereSTm are
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ZV3
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 T M Microspheres is supplied sterile and packaged in sealed
glass vials. Bead BlockTM Compressible Microspheres is supplied sterile
and packaged in a polycarbonate syringe. Two quantities will be available
in a vial: (1) 1.0 mL GelSpheres'T M /Bead BlockTM Compressible
Microspheres in sterile physiologic buffered saline (PBS) to a volume of 8
mL, and (2) 2.OmL GelSpheres" T /Bead BlockT M Compressible
Microspheres in sterile PBS to a volume of 8 mL.

GelSpheresTm and Bead Block Compressible Microspheres are supplied in
several unit sizes covering the range from 100pm to 1200pm diameter.
At the time of use, GelSpheresiM/Bead BlockTM 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 GelSpheresiM /Bead BlockTM 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, GelSpheresTMw/Bead BlockTM to the predicate devices.

Performance Standards

GelSpheresTM/BeadBlock Compressible Microspheres meet the following
Performance Standards:

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

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

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

• ISO/EN 10993-4; 1993 Biological Evaluation of Medical Devices,
Part 4: Selection of tests for interaction with blood.
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· ISO/EN 10993-6; 1995 Biological Evaluation of Medical Devices,
Part 6: Test for local effects after implantation.

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

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

* ISO/EN 10993-13; 1995 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 nd edition.

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

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

Conclusion

There are more similarities than differences between the predicate device
and the Biocompatibles GelSpheresTM/Bead BlockTM Compressible
Microspheres. The product, manufacturing and primary packaging are
unchanged from K023089/K033761. The predicate device and
GelSpheresTM/Bead BlockTM Compressible Microspheres have the same
intended use, warnings and contraindications. The predicate device and
GelSpheresTM/Bead BlockTM Compressible Microspheres are identical in
design, and unchanged from K023089. When used in accordance with the
instructions for use, by qualified personnel, the Biocompatibles
GelSpheresTM/Bead BlockTM Compressible Microspheres are safe and
effective, as indicated, for the intended use.
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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, Inc.
20310 SW 4 8

u~ Street
Ft. Lauderdale, Florida 33332

Re: K042231
Trade/Device Name: GelSpheresT M Microspheres

Bead Block TM Compressible Microspheres

Regulation Number: 21 CFR 882.5950
Regulation Name: Artificial embolization device
Regulatory Class: III
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 If (Special Controls) or class Ill (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.
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This letter will allow you to begin marketing your device as described in your Section 5 10(k)

premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 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/dsmamnain.htmI

Sincerely yours,

5 'iCelia 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: GelSpheresTM Microspheres
Bead Block TM Compressible Microspheres

Indications For Use:

"GelSpheresTM Microspheres & Bead BlockTM Compressible Microspheres is
intended for embolization of hypervascular tumors and arteriovenous
malformations."

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

510(k) NumberjL*/21z3/

Prescription UseX 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)
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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, Inc.

2 03 10 SW 48th Street
Ft. Lauderdale, Florida 33332

Re: K042231
Trade/Device Name: GelSpheres T M Microspheres

Bead BlockTM Compressible Microspheres

Regulation Number: 21 CFR 882.5950
Regulation Name: Artificial embolization device

Regulatory Class: III
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 set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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Page 2 - Mr. Greenbaum

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,

tf/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

;2
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510(k) Number(if known):___________

Device Name: GelSphereSTM Microspheres
Bead Block TM Compressible Microspheres

Indications For Use:

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

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

510(k) Number10 *6 2-3

Prescription Use X- OR Over-The-Counter Use__
(Per 21 CRF 8O1.109)

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)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

August 17, 2004 Rockville, Maryland 20850

BIOCOMPATIBLES U.K. LIMITED 510(k) Number: K042231
C/O GENERIC DEVICES CONSULTING, INC Received: 17-AUG-2004
20310 SW 48TH STREET Product: GELSPHERES
FT. LAUDERDALE, FL 33332 MICROSPHERES AND
ATTN: JOHN GREENBAUM BEAD BLOCK

COMPRESSIBLE

The Food and Drug Administration (FDA), Center for Devices
and Radiological Health (CDRH), 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 Mail Center (DMC)(HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the one above will not be
considered as part of your official 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/a02-0l.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
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John Greenbaum
Generic Devices Consulting Inc.

20310 SW 4 8th 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 GelSpheres TM/Bead BlockTM Compressible
Microspheres in Behalf of Biocompatibles UK Ltd.

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

In this Pre-market Notification, Biocompatibles UK Ltd. becomes a initial manufacturer of
GetSpheres TM and Bead Block TM 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.

John Greenbaum
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Medical Device t !ser F/ee (over Shccl - Frm FI)A 3601 Page 1 of 2

Form Approyed oMa No. 0910 0511 Expiration Date August 31 2006 See instrucions for OMB Salareenol

DEPARTMENT OF HEALTH AND HUMAN SERVICES I
FOOD AND DRUG ADMINISTRATION PAYMENT IDENTIFICATION NUMBER 

MEDICAL DEVICE USER FEE COVER SHEET L/rite the Payment Identification Number o

A completed Cover Sheet must accompany each original application or supplement subject to fees 1 he following actions must be taken to
properly submit your application and fee payment:

1 Electronically submit the completed Cover Sheet to the Food and Drug Administration (FDA) 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 Identification Number must be written on the check
3 Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account P.O Box 956733, St Louis, MO 63195-6733 (Note: Inno

case should payment be submitted with the application )
4 If you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to US Bank, Attn Government

Lockbox 956733, 1005 Convention Plaza, St ILouis, 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 to the MDUFMA Fee Payment Instructions at the following URL:
htlp!//www .da.gov/cdrh/mdufrtha/faqs.htmnl#3a You are responsible for paying all fees associated with wire transfers.

6. include a copy of the completed Cover Sheet in volume one of the application when submitting to the FDA at either the CBER or
CDRH Document Mail Center.

1. COMPANY NAME AND ADDRESS (Include name street 2 CONTACT NAME
address, city, state, country, and post office code) John Greenbaum JOHN GREENBAUM

BIOCOMPATIBLES UK LTD 2.1 E-MAIL ADDRESS
CHAPMAN HOUSE johngreenbaum~compuserve. com
FARNHAM BUSINESS PARK
WEYDON LANE 2 2 TELEPHONE NUMBER (Include Area Code)
FARNHAM, GU9 8Ch 954-610 0178
UNITED KINGDOM

2 3 FACSIMILE (FAX) NUMBER (Include Area Code)
1 I EMPLOYER IDENTIFICAT ION NUMBER (FIN) 954 680.0161

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

Setact an application type 3 1 Select one of the types below:

FPremarkel notification (510(k)) except for third party reviews VOriginal Application

. Biologics License Application (SL1A) Supplement Types

F] Premarket Approval Application (PMA) Efficacy (BLA)

-Lodular PMA L] Panel Track (PMA, PMR, PDP)

S] Product Development I:rotocol (PDP) Real-Time (PMA PMR, PDP)
S Premarket~~~~~~~~~~~~~~[ Repo-ime (APMR) PDPE] Premarkel Repoel1 (PMR) [~J180-day (PMA, PMR, PDP)

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

El YES I meet the small business criteria and have submitted the NO, I am not a small business
required qualifying documents to FDA

4 1 If Yes please enter yot: Small Business Decision Number:

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

5 This application is the first PMA submitted by a qualified small The sole purpose of the application is to suppor
business, including any affiliates, parents, and partner firms conditions of use for a pediatric population

E] This biologics application is submitted under section 351 of the Li The applicatiot is submitted by a state or federal
Public Health Service Act for a product licensed for further government entity for a device that is not to be distributed
manufacturing use only commercially

6, IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPU AlAION TIHAT NOW PROPOSES CONDI LION OF USE FOR ANY ADULT POPU ATION'? (It so, the application is
subject to the fee trial applies for an original premarket approval application (PMA))

EYES l~NO
7 USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2004)

hitps :// Idha skI ~t1 apj4.hhl lit .2or/( I'A l'IgS/i ii Jd ntt/c )vershi eel/ll idecxci mY ? sescac ion. Isc R.pI... 8/1 5/2004

(b)(4) 

(b)(4) 
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CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
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 Submission 0 Regular [ Presubmission U Original Submission: 0 Pre-IDltl meeting
O Modular Submission 0 Special [] Original PD1 U I[radilional 0 Prc-PMA meeting
O Amendment 0 Panel Irack [ Notice of intent to start 0 Special 0 Pre-PDP meeting
O Report 0 30-day Supplement clinical trials 0 Abbreviated 0 180-day meeming
O Report Amendment 0 30-day Notice 0 Intention to submit [] Additional [] Other (specify):

o 135-day Supplement Notice of Completion information:
o [eal-time Review 0 Notice of Completion 0 I raditional
o Amendment to PMA 0 Amendment to PI)P 0 Special

Supplement 0 Rcport 0 Abbreviated

IDE Humanitarian Device Class I1 Exemption Evaluation of Other Submission
Exemption Automatic Class IIIo Original Submission 0 Original Submission Describe Submissiol

O Amendment o Original Submission [] Additional niolrnmalion
0l Supplement o Amendment 0 Original Submission

O Supplement 0 Additional inlormation
o3 Report

Section B Applicant or Sponsor
Company/Institution Name: Establishment Registration Number:

Biocompatibles UK Ltd. 3002124545
Division Name (if applicable): Phone Number (include area code):

+44 (0) 1252 732732

Street Address: Chapman House, FAX Number (include area code):
Farnham Business Park, Weydon Lane +44 (0) 1252 732888
City: State/Province: Country:

Farnham Surrey GIJ9 8QL, U.K. England, United Kingdom
Contact Name:
Dr. Alistair Taylor

Contact Title: Contact e-mail address:
Director of Regulatory Affairs taylor@biocompatibles.com

Section C Submission Corres ondent (if different from above)
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Generic Devices Consulting, Inc. N/A
Division Name (if applicable): Phone Number (include area code):
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20310 SW 4 8Ih Street 954-680-0161
City: State/Province: Country:
Ft. Lauderdale Florida 33332 USA
Contact Name:

John Greenbanum
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Consultant ] Johngreenbaumoacompuserve.com
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Section D1 Reason for Submission - PMAPDP, or HDE W
o New Device 0 C hange in design, component. or specilication 0 Location Change:
o Withdraw~al 01 Soflvlarc 0 Manuftacturer
Ol Additional or expanded indications 0 C olor Additive c Sterilizer
o Licensing Agreement 0 Material C Packager

o Specificatioii 0 IDistributor
O Process Change 0 O)thcr (specit\ below)

o Manufacturing 01 Report Submission:
o Sterilization 01 I abeling Ch]ange: 0 Anitual or periodic
o Packaging 0 Indications 0 Post-approval Study
O Other (speci 1W below) 0 Instructions 0 Adverse Reaction

O Performancc Characteristics 0 Dcv ice Defect
o Response to F-IA Correspondence: C Shelf' I Aic 0 Amendment

o Request for applicant hold C I radc Name
O Request for removal of applicant hold El Other (specify below) 0: Change in ownership
o3 Request for extension C Change in correspondenl
O Request to remove or add

moanufacturing StIte

o Other reason (specii,):

'Section D2 Reason for Submission - IDE
O] New Device C Change in. 0 Response to IDA letter concerning:
o Addition of instilution 01 Correspondent 0 Conditional approval
o Expansion/extension of study 0 IDesign 0 tDeerned approved
o tRB Certification 0 Informed consent 0l Deficient final repori
0 Request hearing 0 Manuadicturer 0 Detficient progress report
o Request waiver 01 Mantulacturing process C IDeficieni invesligator rcport
o Termination of Study 0 Protocol -feasibilIitv 0 Disapproval
O Withdrawal of application C Protocol Ot.)ler 0 Request exlension of lime to respond
o Unanticipated adverse effect C Sponsor to FDA
o Notification of Emnergency I Ise 0 Request nieeling
0 Compassionate the reqJuest 0 Report Submission:
O Treatment IDL 0 Currenl investigator
O Continuing availability, request 0 Annual Progress

O Site waiver limiit reached
O Final

o Other reason (specify)

Section D3 Reason for Submission - 510(k)
o3 New Device 0 Change in Technologx 0 Change in Materials
O Additional or expanded indications 0 Change in IDesign 0 Change in Manufacturing process
* Other (specifs) New Manufacturing Site

Section E Additional Information on 510(k) Submissions
Product codes of devices to which substantial equivalence is claimed Sumnmar of, or statement conneeming. safety

and efciveness date:
I 1 11CG 2 3 5 10(k) summary altached -

7 8 9 It) II 12 U~~~~~~~~~~~~~~~~~~~~~~~~L 5 10(k) statenient

information on devices to which substantial equivalcnce is claimed
5I1t(k) Nuniber I rade or proprietary or niodel rname Manufacturer

K023089 GelSphereSTm Embolic Agent BioCure, Inc.
K033761 ~~~Gelspheres"'a /Beadl BiockTNI Compressible Biocompatibles UK Ltd.

________________Microspheres ________
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Section F Product Information - Applicable to All Applcaions
Common or usual name or classification name:

Artificial Embolization Device
T rade or proprietary or model name Model Number

I GeISphereSTM Microspheres IVarious
2 Bead BlockTm Compressible Microspheres 2 Various

HC58.90 ls 5U CasI

Gelapheclsded anduB eadio Blc T CaomraoyIessibe Mirshee Artifical Embaliztin get Huare I inicatedfo
Sembcztion of hyePacrau orsuan Carteificenous A mafraions (AVM's).lcaton

Produc Cor e 281DvcEtbismn Recitrtion form. las

ScinHC Manufaturin I akgn Strliatio Sitesasl
CaOrigiaionPanl NDAestablsmntrgictalionmbrCMnuactre HI Cotrc Sterlasizer d

oIAddctin 0o Daeleti02254ngotat)auatre: eakge/eaee

1omp2891 a Instituio Nsablsme: nI sabgiir,,eltReistraionmumbe

Biocompatibles UK Ltd. 3002124545
Division Name (if applicable): Phone Number (include area code):

____ ____ ___ ____ ____ ___ ____ ____ ___ ____ ____ __ 44 (0) 1252 732732

Street Address Chapman House, fAX Number (include area code):
Farnhanm Business Park, Weydon Lane ± _44 (0) 1252 732888

CitV Courarv Z~~~~~~~~~~~~~~~~~~~~~~ip/postal Code:

Farnham ____England Surrey CU9 8QL
Contact Name

Dr. Alistair Taylor ______ _________

Contact Title: otct e-mnail address:

Director, Regulatory affairs alistair.taylor* biocom patibles.com
* Origina FDA establishment registration number: 0 Manufacturer U Contract Sterilizer
o Add 0l Delete NA 0 C ontract Manufacttirer I Repackager/Relabeler
Company ( Institution Name I siablishment Registration Number:

Trust Sterile Services N/A
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Biocompatibles UK Ltd.. 510(k) Pre-Market Notification 041
GelSpheresTM Microspheres

Bead BlockTM Compressible Microspheres

2.0 General Information

2.1 General Information

Biocompatibles UK Ltd. distributes the GelSpheres TM Microspheres
and Bead BlockT M Compressible Microspheres (artificial Emboliza-
tion Agent) manufactured by BioCure, Inc. GelSpheresTM & Bead
Block are calibrated microspheres intended for the embolization of
hypervascular tumors and arteriovenous malformations. Gel-
SpheresTM and Bead BlockTM 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 GelSpheresTM and Bead BlockTM, manufactured
at the facilities of Biocompatibles UK Ltd. This is a change in manu-
facturing location. 

2.2 Legally Marketed Device:

a. Trade / Proprietary Name: GelSpheresTM Microspheres

Bead Block T M Compressible Mi-
crospheres

b. Classification Name / code Common Name:

Artificial embolization device
(HCG) Embolic Agent

c. Establishment Registration: # 3002124545

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

e. Classification: Class II

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.

(b)(4) 
(b)(4) 
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Biocompatibles UK Ltd.. 510(k) Pre-Market Notification
GelSphereS TM Microspheres

Bead BlockTM Compressible Microspheres

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

g. Equivalent Devices: GelSpheresTM and Bead BlockTM
is substantially equivalent to:

• GelSpheresTM Microspheres
BioCure, Inc, (K023089)

· GelspheresTM Microspheres
Bead Block T M Compressible
Microspheres
Biocompatibles UK Ltd.
(K033761)

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. GelSpheresTM 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 I: Evaluation and Testing

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

* ISO/EN 10993-4; 1993 Biological Evaluation of
Medical Devices, Part 4: Selection of tests for 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 Irritation 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.
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Biocompatibles UK Ltd.. 510(k) Pre-Market Notification
GelSpheres TM Microspheres

Bead BlockTM 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 2nd

edition.
* ANSI/AAMI/ISO 14937; 2000 - Sterilization 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.
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Page 1 of 1

510(k) Number(if known):

Device Name: GelSpheresTM Microspheres
Bead BlockTM Compressible Microspheres

Indications For Use:

"GelSpheres "M Microspheres & Bead BlockTM 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)
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Biocompatibles UK Ltd.. 510(k) Pre-Market Notification
GeiSpheres TM Microspheres

Beadblock TM Compressible Microspheres

Certification Statement

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

(As Required by 21 CFR 807.870))

I certify, that in my capacity as Director, Regulatory Affairs of
Biocompatibles UK Ltd. that I 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.

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

Date

GelspheresTM/Bead BlockTM Compressible Microspheres
510(k) Pre-market Notification Title

510(k) Pre-market Notification Number
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Biocompatibles UK Ltd.. 510(k) Pre-Market Notification
GelSpheres TM Microspheres

BeadblockTM Compressible Microspheres

Certification Statement
PREMARKET NOTIFICATION

CONFORMITY TO APPLICABLE STANDARDS

I certify that in my capacity as Director, Regulatory Affairs of Biocompatibles
UK Ltd. that I believe to the best of my knowledge, that the GelSpheres TM

Microspheres and Beadblock TM 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)
* ISO 10993 Parts 1-13 as applicable
* ANSI/AAMI 14937 - Sterilization of Health Care products

(2000)
* AAMI/ISO 11134 - Requirements for Validation and routine

control-Industrial moist heat Sterilization 2nd Ed
* EN 554 - Sterilization of Medical Devices - Validation and

Routine Control of Sterilization by Moist Heat
* ISO/EN 11607 - Packaging for terminally Sterilized devices
* ISO 14971 - Medical devices - Risk management- Part 1:

Application of risk analysis

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

Date

GelSpheresTM /Beadblock Compressible Microspheres
510(k) Premarket Notification Title

510(k) Premarket Notification Number
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Biocompatibles UK Ltd.. 510(k) Pre-Market Notification
GelSpheres TM Microspheres

Bead BlockTM 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 TM Microspheres
510K Number: #K023089
Product Code: HCG
CFR Section: 882.5950

Biocompatibles UK Ltd.
GelSpheres TM Microspheres
Bead BlockTM Compressible Microspheres
510K Number: #K033761
Product Code: HCG
CFR Section: 882.5950

Indications for Use and Intended Population

"GelSpheresTM/Bead BlockTM Compressible Microspheres are indicated for
Embolization of hypervascular tumors and arteriovenous malformations
(AVM's).

Device Description

GelSpheresTM and Bead BlockTM 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). GelSpheresTM and Bead Block TM

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
BlockTM Compressible Microspheres is dyed blue (GelSpheres TM are

Records processed under FOIA Request #2015-859; Released by CDRH on 04-11-2016.
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Biocompatibles UK Ltd.. 510(k) Pre-Market Notification 01
GelSpheres TM Microspheres

Bead BlockTM 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 TM Microspheres is supplied sterile and packaged in sealed
glass vials. Bead BlockTM Compressible Microspheres is supplied sterile
and packaged in a polycarbonate syringe. Two quantities will be available
in a vial: (1) 1.0 mL GelSpheres1 M /Bead BlockTM Compressible
Microspheres in sterile physiologic buffered saline (PBS) to a volume of 8
mL, and (2) 2.OmL GelSpheresT M/Bead BlockTM Compressible
Microspheres in sterile PBS to a volume of 8 mL.

GelSpheresTM and Bead Block Compressible Microspheres are supplied in
several unit sizes covering the range from 100lm to 1200ptm diameter.
At the time of use, GelSpheres&M/Bead BlockTM 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 GelSpheres1 M /Bead BlockTM 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 TM/Bead BlockTM to the predicate devices.

Performance Standards

GelSpheresTM/BeadBlock Compressible Microspheres meet the following
Performance Standards:

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

* ISO/EN 10993-1; 1997 Biological Evaluation of Medical Devices,
Part h: 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.

Records processed under FOIA Request #2015-859; Released by CDRH on 04-11-2016.
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Biocompatibles UK Ltd.. 510(k) Pre-Market Notification
GelSpheres TM Microspheres

Bead BlockTM Compressible Microspheres

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

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

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

• ISO/EN 10993-13; 1995 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 Id edition.

ANSI/AAMI/ISO 14937; 2000 - Sterilization of Health Care
Products - Characterization of a Sterilizing Agent and the
Development, Validation and Routine Control of a Sterilization
Process for Medical Devices.
EN 554: Sterilization of Medical Devices - validation and Routine
Control of Sterilization by Moist Heat

Conclusion

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

it%
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Biocompatibles UK Ltd.. 510(k) Pro-Market Notification
GelSphere STM Microspheres

BeadBlock TM Compressible Microspheres

5.0 Device Description

5.1 General Device Description

GelSpheres1 m Microspheres and Bead Block TM Compressible Microspheres (Artificial
Embolization Agent) are preformed soft, dleformable microspheres that occlude
arteries for the purpose p{ blocking the blood flow to a target tissue, such as a fibroid
or a cancerous tumor.7eISpheres Im Microspheres and Bead Block TM 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"Tm Compressible Microspheres is dyed/
blue to aid in the visualization of the microspheres in the delivery syringe.
GelSphereSTm are either un-dlyed 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

(GelSphereSTM) or pre-filled syringes (Bead Block TM).

Two quantities will be available in vials:

(1) 1.0 mL GelSpheres'T m Microspheres in sterile physiologic buffered saline (PBS) to
a volume of 8 mL.

(2) 2.OmL GelSpheres'T 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'TM Compressible Microspheres in syringes to a volume of 5
mL.

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

The shelf life of GelSpheres'T m Microspheres and Bead BlockNTM Compressible
Microspheres is 2 years minimally.

Undyed GelSphereSTM Model numbers beginning with the letters UB are provided in
vials and contain 1 1% AMPS co-monomer. Blue dyed GelSphereS'Tm beginning with
the letters VE are provided in vials and contain  co-monomer. Bead
Block TM Compressible Microspheres Model numbers beginning with the letters
series are provided in a pre-filled syringe and contain  and are dyed gue
as described below. There are no other differences between the GelSphereST/
Microspheres and Bead Block TM Compressible Microspheres. Detailed discus ion of
GelSphereSTM Microspheres and Bead Block TM Compressible Microspheres
chemistry is provided later in this section.

GelSphereSTM Microspheres and Bead Block TM Compressible Microsphere3 is
supplied in several units covering the range from 100!imn to 1200 .im diameter. The
product size ranges are listed below:

This document contains company confidential and/or proprietary information. Do not copy, distribute, or
otherwiseP cnmmtjnic.Ate the contents of this docuiment withouit nrior written consent from Rioncmnntihles IJK .f

(b)(4) 

(b)(4) 
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Biocompalibles UK Ltd.. 51O(k) Pre-Market Notification
GelSphwees' Mlcrospheres

BeadBfock~' Compresaitie Microsphares

100-300pm
300-500pm
500-700.m
700-900prm

900-1200pgm

Figure 5-1: GelSpheresTm Embolic Agent (ca. 500pm diameter)

At the time of use, GelSpheres ~m Microspheres and Bead Block"m Compressible
Microspheres is mixed with a nonionic contrast agent e.g. Omnipaque, to make a 3050%
by weight solution. The bolus of contrast agent elutes from the vascular bed to leave a
radiolucent, embolized vessel.

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

The vial containing GelSpheres T Microspheres is, packaged in a cardboard e
GelSpheres'TM are contained in a sealed glass vial. The vial contains the GelSp resi in a
solution of  PBS. The vial contents are sealed using a rubber stopper w metal
retaining ring, and is provided 'STERILE' (vial contents are seile) by moist ht
sterilization. GelSpheres"m are labeled as NON PYROGENIC*. The GelSpheresTm
Microspheres is for single-use only. Vial stopper caps are color coded according to the size
of the GelSpheres"Mcontained in the vial.

(b)
(4) 

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

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



Biocompatibles UK Ltd.. 510(k) Pre-Market Notification ("-7tS-
GelSpheres TM Microspheres

BeadBlockTM Compressible Microspheres

Pre-filled syringes with Bead BlockTM are packaged in a polycarbonate tray with Tyvek® lid

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

Bead BlockTM Compressible Microspheres is available in the following configurations:

Product Code Size Range Quanti Bead Block Quanti Saline

EBISI03 100-300Fm I ml 4ml
EBIS305 300-500r n imI 4ml

EBTS507 500-700pm _Iml 4ml

EB1S709 700-900pm liml 4ml

EB1S912 900-1200pm Iml 4nml
EB2S103 100-300pom 2ml 3ml

EB2S305 300-SOzOm 2ml 3ml
EB2S 507 500-700_m 2ml 3ml

EB2S709 700-900 m 2ml 3ml

EB2S912 900-1200 m 2ml 3mml

GelSpheres TM Microspheres TM is available in the following configurations:

Product Code Size Rpange Quantity Bead Quantity Saline

UBIV103 100-300nm 1mI 7ml

UB1V305 300-500_nm lml 7ml

UBIV507 500-700Fm tIml 7ml

U81V709 700-900Frm lmi 7ml

U'BlV912 900-1200 FmI ml 7ml
UB2V1O3 100-300jm 2ml 7ml

UB2V305 300-5001m 2ml 7ml

UB2V507 500-700 m 2ml 7ml

UB2V709 700-900zm 2ml 7ml

UB2V912 900-1200 m 2ml 7ml

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

Product Code Size Range Quantity Bead Block Quantity Saline

VE21OGS 100-300im liml 7m1

VE41OGS 300-500Pm . liml 7ml

VE610GS 500-700Im lml 7ml

VE810GS 700-900 m Ilml 7ml
VE1010GS 900-1200pm Imi 7ml

VE220GS 100-300pmrn 2ml 7ml

VE420GS 3 0 0 -5 0 0Fo -2ml 7ml
VE620GS 500-700rm 2ml 7ml

VE820GS 700-900 m __ 2ml 7ml

VEI020GS 900-1200mn 2ml 7ml

This document contains company confidential and/or proprietary information. Do not copy, distribute, or
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Figure 5-3: GelSPher in Vial

Figure 5-4 Bead BlockI * in Syringe

5.2 Indication for Use and Intended Population

5.2.1 Indication for use Statement

Although Biocompatibles UK Ltd. believes that GelSpheresw Micros nd Bead

BlockxT Compressible Microspheres may have several clinical uses, .indication for

use is the following:

- GelSpheresmMlCrosphers and Bead Blocktm Compressible iroaspheres is

intended for embollzation of hypervfscular 'umnea and atlerfovenous

muiformatlons."

fl1 4aemsatti.s~n.41 inaa. a..a4.&t*J IM~
4

# .~$ H~. 4,MnH 4~.*
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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 conducted in two prominent peer review journals, Radiology and
Journal of Vascular and lnterventional Radiology on publications during the past ten
years, hypervascular tumors represent a broad range of tissues as shown below:
(Note: Biocompatibles UK Ltd. does not plan to use the specific list below for the
product labeling or for the Indications for Use. This information is provided to present
to the reviewer examples of Hypervascular Tumors)

* Liver cancer (hepatocellular carcinoma)

* Kidney cancer (renal cell carcinoma)

* Pancreatic cancer

* Bladder cancer

* 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 (1708pm)
to very small arterioles (100~pm). 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 (OnyxTM). Although these agents
block blood supply to the hypervascular tumors resulting ischernia of the tissue, some
clinicians also use adjunctive agents with the embolic agents, including ethiodized oils,
particularly for hepatocellular carcinoma. The embolization of these hypervascular
tumors can also take place prior to surgical removal of the cancerous tissue, such as
in the pre-surgical devascularization of a liver or a kidney tumor.
Arteriovenous malformations are abnormal blood vessels which may exist in the brain
and other anatomical locations. AVM's develop when there are abnormal
communications that directly connect relatively large arteries to veins. The blood is
exchanged at a relatively higher pressure with greater blood flow to the vein. The
anatomy of the vein is not designed to take arterial pressure and/or flow rate thus. In
the presence of an AVM the vein expands and pushes against the normal brain tissue.
This may have a variety of neurological effects. Often there is a rupture in the

Tlhis 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 Contraindlications listed below is included in the GelSphereSTM Microspheres
and Bead Block TM Compressible Microspheres Instructions for Use (see Section 7.0

-Device Labeling).

*Patients intolerant to occlusion procedures

*Vascular anatomy or blood that precludes 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'm Microspheres and Bead Block TM Compressible Microspheres

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

*Do not use GelSpheres'm Microspheres and Bead Block TM Compressible
Microspheres in the following applications:

o Embolization of large diameter arteriovenous shunts (i.e. where the blood
does not pass through the arterial I capillary I venous transition but directly
from artery to vein

a The pulmonary arterial vasculature

a Use in any vasculature where the use of GelSpheresrIv Microspheres and
Bead Block TM 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 GelSphereSTM Microspheres and

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

"WARNING: Studies have shown that GelSpheres '"Microspheres and Bead
BlockTM Compressible Microspheres do not form aggregates and, as a result,
penetrate deeper into the vasculature as compared to similarly sized PVA
particles. Care must be taken to choose a larger sized GelSpheres TM

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 TM Microspheres and Bead BlockTM
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 'M Microspheres and Bead BlockTM
Compressible Microspheres, like the predicate device are available in a range of sizes to
permit selection of the most appropriate size for target vessels.

5.4 Device Manufacturing

The manufacturing process used by Biocompatibles UK Ltd. is nearly identical to the
processes used by BioCure, Inc. as described in K023089. Biocompatibles purchased
the rights to GelSpheres TM Embolic Agent in September of 2003. A copy of the letter of
accession to use K023089 is attached in Appendix I.
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Water quality is additionally monitored by regular endlotoxin and bioburden
determination performed at external regulated testing facilities, 

5.4.1.4 Manufacturing Flow

The manufacturing process of GelSphereSTm and Bead BlockTM consists of
essentially   

An outline of the synthetic pathway of GelSphereSTm and Bead BlockTM is provided in
K023089 along with a tabulated summary of the individual materials used in
production and their role in the synthetic process. The general chemical
characteristics of each material is presented below. All chemicals are used as
received after incoming inspection.

5.4.1.4.1  macromer synthesis (step 1)

Polyvinyl alcohol (PVA) (Figure 5-6) is widely used industrial and medical
polymer. The applications of PVA are as diverse as clothing fibers, thickening
agents, emulsion stabilizers and wet adhesives to embolic agents and contact
lenses

Figure 5-6: Chemical structure of PVA

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

This water solubility and the presence of pendant hydroxyl groups offers the
flexibility for a wide range of modifications, example hydrophobic modification
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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 (Billmeyer, F. W Jr, 'Textbook of Polymer Science', John
Wiley & Son, Inc. Singapore, 1984)
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5.4.1.4.8 Sterilization

GelSpheres TM and Bead BlockTM are labeled as "Sterile". SAL is 10-6and 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. 

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 GelSpheresTM and Bead BlockTM is on file at
Biocompatibles UK Ltd. Validation reports are included in Appendix II

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

5.4.1.5 Extractables
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5.4.1.6 Pyrogenicity

GelSpheres TM and Bead Block TM 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 GelSpheresTM and/or Bead BlockTM 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 TM are 10ml made of borosilicate clear glass. 

5.5.2 Syringe Description

The syringes used with Bead BlockTM are 20ml with clear polycarbonate barrel and
colored polycarbonate plunger and white printing of graduation marks. 

5.5.3 External Packaging

5.5.3.1 External Packaging for Vials

Vials containing GelSpheresTM 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 BlockTM 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.
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Biocompatibles UK Ltd.. 510(k) Pre-Market Notification
GelSphereSTM Microspheres

BeadBlock TM Compressible Microspheres

5.7. Device Interfaces

5.7.1 Catheter Delivery

GelSphereSTm and Bead Blockrm have been tested for compatibility with a variety of
commonly used Microcatheters. A copy of the protocol used for this testing was
included in K033761. The compatibility testing protocol 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

GelSphereTMM
Catheter I.D. Micro-Catheter Bead Block Corn atble GelSphereTM/Bead BlockT Size(s)
(in/micron) _________ Model 100-300 300-500 500-700 700-900 900-1200

0.024/6 10 5Fr. S Series

and up Angiooynamics V Series

FasTrackert) 325 S Series

5Fr. V Series

Angio0ynamics ___

0.021/540 FasTracker®) 18 S Series
____________Cook 3.0 Fr. V Series 'mlenai,

0.016/420 Prowler®) 14 S Series ___________ ____

____ ____ __ _____________ V Series

0.0131330 Spinnaker Elitel.8 S Series

____ _____________ V Series

Table 5-3 Catheter Compatibility

Biocompatibles does not intend to make recommendations for the use of GelSphereSTM
or Bead BlockTM 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
otherwise commijoicate, the. contents of this dnctiment without nrior written consent from Riocomnatibles IlK -ftj

Records processed under FOIA Request #2015-859; Released by CDRH on 04-11-2016.
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Biocompatibles UK Ltd.. 1>
510(k) Pre-Market Notification

GelSpheresTM Microspheres
BeadBlockTM 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 TM Microspheres Embolic Agent
510K Number: #K023089
Product Code: HCG
CFR Section: 882.5950

Biocompatibles, UK Ltd.,
GelSpheresTM Microspheres
BeadBlockTM Compressible Microspheres
510K Number: #K033761
Product Code: HCG
CFR Section: 882.5950

6.2 Discussion of Similarities and Differences between GelSpheresTM and predicate devices

6.2.1 Indications for Use

GelSpheresTM Microspheres Embolic Agent, and BeadBlockTM 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 GelSpheresfM Microspheres, BeadBlockTM Compressible
Microspheres and the predicate devices is the same, treatment of hypervascular tumors and
arteriovenous malformations (AVM's). GelSpheresTM/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
GelSpheresTM, BeadBlockTM and the predicate devices are mixed with a radio opaque contrast
agent prior to injection to permit visualization. GelSpheresTM, BeadBlockTM and the predicate
devices are available in a range of sizes to permit selection of the most appropriate size for
target vessels. GelSpheres' m, BeadBlockTM 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
GelSpheresTM 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 TM and BeadBlockTM (Appendix I).

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

Th4
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Biocompatibles UK Ltd.. l
510(k) Pre-Market Notification

GelSphereSTM Microspheres
BeadBlockrTM Compressible Microspheres

6.2.3 Product Labeling

The Labeling for GelSphereSTm and Bead BlockTm is included in Section 7.0 of this pre-market
notification. The Labeling is unchanged from K033761. Indications, warnings and
contraindications for GelSphereSTM/Bead BlockTM is the same as for the predicate devices.

6.2.4 Packaging

GeiSpheresM and Bead BlockTm 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.
GeISphereSim and Bead BlockTM 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 GelSphereSTm and Bead BlockTM with the predicate devices. No new
characteristics are added with GelSphereSTM or Bead Block TM 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 GelSphereSTm and SeadslockTM 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.,
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 CorporateBolvr

DEC I 6 2002 ~~Rockville MD 20850

BitoCure, Inc.
C/o Mr. John Greenbaum
Gerteric Devices Consulting, Inc.
203 10 SW 480' 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: III
Product Code: H-CG; KRD
Dated: September 13, 2002
Received: September 17, 2002

Dear Mr. Greenbaum:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determnined the device is substantially equivalent (for the indicationsfor 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 todevices 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. Thegeneral 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 1I (Special Controls) or class III (PMA), itmay be subject to such additional controls. Existing major regulations affecting your device canbe 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 Rbgister.

Please be advised that FDA's issuance of a substantial equivalence determination does not meanthat 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 mustcomply with all the Act's requirtments, including, but not limited to: registration and listing (21CFR Pant 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 53 1-542 of the Act); 21 CFR 1000-1050.
This letter will allow you to begin marketing your device as describ ed in your Section 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legallymarketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

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

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



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 Compliance at (301) 594-
4639. Also, please note the regulation entitled, "Misbranding by reference to premarket
notification" (21CFR Part 807.97). Other general information on your responsibilities under the
Act may be obtained from the Division of Small Manufacturers, International and Consumer
Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.htmI

Sincerely yours,

'"CK elia 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

Records processed under FOIA Request #2015-859; Released by CDRH on 04-11-2016.
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Page 1 of 1

510(k) Number(if known):

Device Name: GelSpheresTM Embolic Aqent

Indications For Use:

"GelSpheresTM 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)

A44; ' . (Optional Format 1-2-96)
(Division Sign-Off)
Division of General, Restorative
and Neurological Devices

000008
'.o(k) Number ---- 230--
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IDEPA~~rMENTOF HULTH &HUMAN MMCES ~~~~Public Health Service

Food arnd Drug Administration
9200 Corporate Boulevard

FEB - 4 2004RolvleM285

Biocompatibles U.K. Ltd
d/o Mr. John Greenbaumn
Generic Devices Consulting
203 10 SW 48' Street
Ft. Lauderdale, Florida 33332

Re: K033761
Trade/Dlevice Name: Gelspheres"'i tinbolic Agefttleadlock Tm' Emboflt Agent
Regulation Number: 21 CFR 882.5950
Regulation Name: Artificial Embolization Device
Regulatory Class: III
Product Code: HCG
Dated: November 28, 2003
Received: December 8, 2003

Dear Mr. Greenbaum:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major 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 80 1); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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Page 2 - Mr. John Greenbaum

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 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,

,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

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

5 10(k) Number (if known): K033761

Device Name: GelspheresTM Embolic Agent/BeadlockTM Embolic Agent

Indications For Use: GelSpheres Tm Compressible Microsphere and BeadBlockTM Compressible
Microsphees are intended for embolization of hypsrvascular tumors and arteriovenous ...
malformations.

Prescription Use VI AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

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

(r) Number /16e337t!
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Biocompatibles UK Ltd.. ~~~~~~~~510(k) Pre-Market Notification
GelSphereS TM Microspheres

Bead Block¶TM Compressible Microspheres

7.0 Proposed Labeling
GelSpheresTM Microspheres and Bead Block TM 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 K033761.

Sample labels for all versions of GelSpheresTm 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 Ltd.

Records processed under FOIA Request #2015-859; Released by CDRH on 04-11-2016.
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Biocompatibles UK Ltd..
510(k) Pre-Market Notification

GelSpheres TM Microspheres
Bead Block TM 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.
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Draft Label for Vial, 1 or 2mL, 2 color (black & border color)

VCIG
GeLSpkeet' VIAL
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AIMs- W Red
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GeISphereSTM Microspheres
Bead Block TM Compressible Microspheres
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4 =~~~~~~~~~~~~~Single Use Only
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Each syringe is intended for single
0086 patient use only. Do not

resterilise. Discard any unused
material.

GelSpheres TM Embolic Vial
Agent . Glass vial of 10 ml.

* Stopper sealed by an aluminum
INSTRUCTIONS FOR USE cap equipped with a colored cap.

* Each vial contains approximately 1
STERILE ml or 2 ml of GelSpheres

SINGLE USE ONLY microspheres in a non-pyrogenic,
NON-PYROGENIC sterile, physiological buffered

saline. Total volume of saline and
Sterilised by steam GelSpheres microspheres is 8mi.

Do not use if the package is opened or * Each vial is intended for single
damaged patient use only. Do not

resterilize. Discard any unused
DESCRIPTION: material.

GelSpheres comprises a range of INDICATIONS:
hydrogel microspheres that are
biocompatible, hydrophilic, GelSpheres microspheres are
nonresorbable and precisely / intended to be used for the
calibrated. GelSpheres microspheres embolization of hypervascular tumors
are produced from polyvinyl alcohol and arteriovenous malformations
and are available in the following size (AVMs).
ranges:

size ____LabeI CLINICAL APPLICATIONS:
Size Label

Colour The scientific literature provides
100 - 300 pm Yellow extensive documentation of
300 - 500 pm Blue embolization procedures using a wide
500 -700 Ltm Red variety of artificial agents in both
700 - 900 m Green neurological and peripheral vascular

700-900 pm Green systems, including the head, neck, J
900 - 1200 Ltm Purple spine, liver, genitourinary tract, uterus,

gastrointestinal system, limbs and
PRESENTATION: lungs. A representative bibliography is

provided following these instructions
Syringe for use.
* Syringe of 20 ml.
* Syringe is presented in a sterile, CONTRAINDICATIONS:

sealed pre-formed Tyvek® peel-
away tray with a label colored to 1. Patients intolerant to occlusion
denote the specific size range. procedures.

* Each syringe contains 2. Vascular anatomy or blood flow
approximately 1 ml or 2 ml of that precludes catheter placement /
GelSpheres microspheres in non- or emboli injection.
pyrogenic, sterile, physiological 3. Presence or likely onset of
buffered saline. Total volume of vasospasm.
saline and GelSpheres 4. Presence or likely onset of
microspheres is 5 ml. hemorrhage.
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5. Presence of severe atheromatous through the skin if injected into
disease. arteries feeding superficial tissues. ,/

6. Presence of feeding arteries
smaller than distal branches from / CAUTIONS:
which they emerge.

7. Presence of patent extra-to- * Do not use if the syringe, vial or
intracranial anastomoses or packaging appear damaged.
shunts. · Sterile and single use product. Do

8. Presence of collateral vessel not reuse.
pathways potentially endangering / · Select the size and quantity of
normal territories during GelSpheres microspheres
embolization. appropriate for the pathology to be

9. Presence of end arteries leading / treated.
directly to cranial nerves. · Embolization with GelSpheres

10. Presence of arteries supplying the / microspheres should only be /
lesion not large enough to accept performed by physicians who have
GelSpheres microspheres. received appropriate interventional

11. Vascular resistance peripheral to occlusion training in the region
the feeding arteries precluding intended to be embolized.
passage of GelSpheres
microspheres into the lesion. N:

12. Do not use GelSpheres Federal (USA) law restricts this
microspheres in the following device to sale by or on order of a
applications: physician.
i. Embolization of large diameter

arteriovenous shunts (ie. wher/
the blood does not pass POTENTIAL COMPLICATIONS:
through the
arterial/capillary/venous 1. Undesirable reflux or passage of
transition but directly from GelSpheres microspheres into
artery to vein. normal arteries adjacent to the -

ii. The pulmonary arterial targeted lesion or through the
vasculature. lesion into other arteries or arterial

iii. Any vasculature where the use beds, such as the internal carotid
of GelSpheres Embolic Agent / artery, pulmonary, or coronary
could pass directly into the circulations.
internal carotid artery or the 2. Pulmonary embolization.
above listed vessels. 3. schemia at an undesirable

location.
WARNING: Studies have shown 4. Capillary bed saturation and tissue /
that GelSpheres microspheres do damage.
not form aggregates and, as a 5. Ischemic stroke or schemic
result, penetrate deeper into the infarction.
vasculature as compared to 6. Vessel or lesion rupture and /
similarly sized PVA particles. Care hemorrhage.
must be taken to choose a larger 7. Neurological deficits includin
sized GelSpheres Embolic Agent cranial nerve palsies.g/
when embolizing arteriovenous 8. Vasospasm.
malformations with large shunts to 9. Death.
avoid passage of the microspheres 10. Recanalization. /
into the pulmonary or coronary 11. Foreign body reactions
circulation. necessitating medical intervention.

12. Infection necessitating medical /
The colour of the GelSpheres intervention.
microspheres could be visible

\ct
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13. Clot formation at the tip of the *To deliver GelSpheres
catheter and subsequent microspheres.
dislodgement.

Pre-Filled Syringe:
CONSERVATION AND STORAGE: Directly aspirate 5 ml of contrast

medium into the syringe to obtain
* GelSpheres microspheres must be an approximate 50% contrast and

stored in a cool, dry and dark place approximate 50% saline solution
in its original packaging. mix. Remove all air from the

* Use by the date indicated on the, syringe. To evenly suspend the
syringe/vial label. GelSpheres microspheres/contrast

* Do not freeze. /solution, gently invert the 20 ml
syringe several times. Attach the

INSTRUCTIONS FOR USE: 20 ml syringe to one port of the
luer-lock 3-way stopcock; and, if

* Carefully evaluate the vascular desired, a delivery catheter may be
network associated with the lesion attached to the remaining port on
using high resolution imaging prior the stopcock. Wait several
to beginning the embolization minutes to allow the GelSpheres
procedure. microspheres to suspend properly.

* GelSpheres microspheres are Draw the GelSpheres
available in a range of sizes. Care microspheres/contrast solution into
should be taken to choose the the injection syringe slowly and
appropriate size GelSpheres gently to minimize the potential of
micros pheres that best matches introducing air into the system.
the pathology (ie. vascular Purge all air from the system prior
target/vessel size) and provides to injection. Inject the GelSpheres
the desired clinical outcome. microspheres/contrast solution

* When embolizing arteriovenous from the injection syringe under
malformations, choose a particle fluoroscopic visualization using a
size that will occlude the nidus slow pulsatile action, while
without passing through the AVM. observing the contrast flow rate. If

• Choose a delivery catheter based there is no effect on the flow rate,
on the size of the target vessel, repeat the delivery process with
GelSpheres microspheres can ad~ditional injections of GelSpheres
tolerate temporary compression of microspheres/contrast solution or
20% to 30% in order to facilitate larger sized GelSpheres

microspheres may be considered.
passage through the delivery if yh e~pe
catheter. mifc teoelpheresotat slin

* Introduce the delivery catheter into meqicrshres/cosspntrst ouiongnl
the target vessel according to rnequrthes 2m resuseniongenteerly
standard techniques. Position the tinvert the 2 lsrcingcoseveralv
catheter tip as close as possible to tidmes. Exriseermconservtive
the treatment site to avoid judmenizt in deterining th
inadvertent occlusion of normal eblzto npit
vessels.enoVil

• Gel~pheres mcrospheres arAfter shaking the bottle containing
radio-opaque. It is recommended the GelSpheres microspheres,
to monitor the embolization under dilute the GelSpheres
fluoroscopic visualization by microspheres with contrast
adding the desired amount of medium either in metallic I
contrast medium to the physiologic stainless steel cup or directly in the
suspension fluid. syringe. Take care to ensure

proper suspension of the particles
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in the contrast medium to enhance 2. Ajani JA, Carrasco CH, Wallace S:
particle distribution during Neuroendocrine tumors metastatic
injection. Draw the GelSpheres to the liver: Vascular occlusion
microspheres into a syringe needle therapy. Ann NY Acad Sci, 733:
of a size greater than or equal to 479-487, Sep 1994.
19 gauge (1.07 mm). Slowly inject 3. Beaujeux R, Laurent A, Wassef M
GelSpheres microspheres into the et al: Trysacryl gelatin
delivery catheter under microspheres for therapeutic
fluoroscopic visualization while embolization, II: Preliminary
observing the contrast flow rate. If clinical evaluation in tumors and
there is no effect on the flow rate, arteriovenous mlformations.
choose a larger size particle and AJ:,t 7.- , March 196.
repeat the delivery process. 4. Bendszus M, Klein R, Burger R, et
Exercise conservative judgment in al: Efficacy of trisacryl gelatin
determining the embolization microspheres and polyvinylalcohol
endpoint. (PVA) particles in the preoperative

embolization of me nmgqiomas·
Upon completion of the treatment, nted at the ASNR 36
remove the catheter while Annual Meeting, May 17-21, 1998.
maintaining gentle suction so as 5. Charnsangavej C, Wallace S:
not to dislodge GelSpheres Transcatheter regional therapy of /
microspheres still within the extremity tumors. In: Peripheral
catheter lumen. Vascular Intervention.

* Discard any open, unused 6. Clouse ME: Hepatic artery /
GelSpheres microspheres in the embolization for bleeding and
Pre-Filled Syringe or Vial. tumors. Surg Clin N Am, 69(2):

419-432, Apr 1989.

PACKAGE LABEL: 7. Derdyn C, Graves, V, Salamat M,
Rappe A: Collagen-coated acrylic
microspheres for embolotherapy:RE F Catalog Number In vivo and in vitro characteristics.
AJNR, 18:647-653, April 1997.

Batch Number/Lot Number 8. Deveikis JP: Endovascular therapy
of intracranial arteriovenous
malformations: materials and
techniques. Neuroimaging Clin of

Do not reuse NAm, 8(2):401-424, 1998.
9. Encarnacion CE, Kadir S, Beam

Attention see Instructions For CA, Payne CS: Gastrointestinal
A! Use bleeding: Treatment with

gastrointestinal arterial
ISTERILEIMI Steam Sterilized embolization. Radio/, 183(2):505-

STEn~ Steam Sterilized 508, May 1992.
10. Frizzel RT, Fisher WS: Cure,

morbidity and mortality associated
with embolization of brain V
arteriovenous malformations: A
review of 1246 patients in 32

REFERENCES: series over a 35-year period.
Neurosurg, 37(6): 1031-1040, Dec

1. Ahuja A, Gibbons K: Endovascular 1995.
therapy of central nervous system 11. Laurent A, Beaujeux R, Wassef M,
tumors. Neurosurg Clin of N/Am, et al: Trisacryl gelatin
5(3): 541-554, 1994. microspheres for therapeutic

embolization, h: Development and
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in vitro evaluation. AJNR, 17:533-
540, March 1996.

12. Rose SC: Transcatheter occlusion /
of injured extremity and pelvic
arteries. In: Peripheral Vascular
Intervention.

13. Bendszus M, Klein R, Burger R, et
al: Efficacy of trisacryl gelatin
microspheres versus polyvinyl
alcohol particles in the
preoperative embolization of
meningiomas. AJNR, 21(2):255-
261, Feb 2000.
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Biocompatibles UK Ltd.
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C E0086

Patents

US 5,583,163
Other patents pending V

Bead Blockw Embolic Agent
INSTRUCTIONS FOR USE

STERILE
SINGLE USE ONLY
NON PYROGENIC

Sterilised by steam
Do not use if the package is opened or damaged

0 1 6 I o~ ,)"I
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Sterilised by slearnililli
Do not use if die package is opened or damaged is s s

DESCRIPTION~~~~~~~~~~~~~~~iss ~qBea Blxkcomriss rage f iydoge mcropheesdie ar bocopatbl ,

prorlB icd romt plsiny aicc r ange fhdaroe avial cr ii them folorii size rcmangbe:

Size Label Colourr
100 - 300 prm Yellow

300 - 500 pam Blue
500 - 700 prm Red
700 -900 pme Green

900 -1200 prn Purple

PRESENTATION
Syringe
*Syringe of 20 ml,
*Syringe is presented in a sterile, sealed pree-fwied lysek . laid-away tray with a

dibel CDOlo red to denotne the specific size rarge.
Each syriCoe contains approximately I ml or 2 rl or Bead Block , rmrcopheres in
norn-pyroqerlic, sterile physiolngical buf fered satiric. Ioal sotirere of sal ine and
Beard Blsek microspheres is 5 al)

*Each syringe is ientende for single pacient rise only. Do nrio fterirwtrls. Discard
Fry unused mateial

Vial
G Glssvialrof 1flnil

*Stopppr sealed by at' aluimirsum cap eguijEed with a COlocurecs Cap.
* Each vial contairrs oplaoximately I Ml Or 2 Fit of Bead Block rthricrpreres in a
rrorn-pyrogernic stseile, phrysopricel buffiered saline. iotel voluirme of saline, ardd
Lorad Block microspheres is dnrt

* ach vial is irterdledl for single patienrt 11e only. Do rutmorI restiixr Discard any
ri,[Sniriseimxeul

INDICATIONS

Bead Block irritrospheres; are noddred to be used ror dhe earfrblisation of
hypruaascra trumours and aratteerioenurs malformations (AVMS).

CLINICAL APPLICATIONS

Ifs, scierrtific literature provides extensive docurrerntationr of Crrboeisation
procedirres using a wide wiriety of artificial agents in both neorological and
mplea l Doo sxscrilar systems inCluding the heed, niecik spine, livec gerriournaery tract,
Curteis gastrointestinal system, limbs and lungs. A repamrisrttive bibliographyj is
provided followireg these isructi~ons for irse

CONTRAINDICATIONS

IPatients intolerant to occlusion Proceduires.
2, Vascul ar anurion oc blood flow that preclrOdes catletrtc placerent or Crorol i

Firertioni
3, Presence or likely onset: of varsospasm.
4. Preseree or likely Conset of heemortotiae,
5, Presence of severo atheromatocis disease.
6, Presence, of feeigartup M ries smaller thart distal branchesofron 'which they

merirerp)
I, Presence of patent ewia to-iritrxacrnial atrastorroses cir slurrnts.

8, Presence of collateral vessel pathways poentliallyD enclarnger irg normal
territories during embolisatioi

0, Pritesenc of end arteries leading, directly to narrial rierses
10. Presence of arteries Cripplying tWr lesion riot large enough to accept Bechi

Block ir icr ospberes.
42 3
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11 Vacular ress aice peripheral to the ferdig arteries precltidinig passage of SiOU TOC KO6ETgpa FOPOXfl§
Bead Block micri sphaves into the lesion. ' Ei OV KQfenpO TTQPOXQ% MO 0yiO-O, 06pi PC TbOTUTTEI

12 [Do lot Use Bued Block microspheres in the following applications TEXVIKE§; Toric Tell dop TOe Ko~tqpO WO TO 6eicTo KOVTO alp
8eCg erpOTfeiao' [TOl lucr Va °ITr°(piiy£TS TiBV OKOUI)~O O1Toiippo~l talc

I dmbolrsatrioi of large diameter arteriovenous shunts (i. where t he bleedood yuco driliu C o iac
does not pass through the arterial/capillarylvenotus transition but directly *To JrKpolayhpi6io Bead Block 5ev EiVOI OKTIVCCKIEC. YucialdO'
frol artery to vein rTopoKoe iqoA06 r Tt EpiOMl Ud oUeTilVOGKOTITi aOT'iKcVirlr, TIporoveTfo

ir git [etionary aftertial va~ulatLire CTV EITi18pfrl ]TTOhdlqTO oKrOypoqKOU ptOUcO o MOurMokoylKb uJpo

iii Any vascrlacuhe wItra the di se of Bead Blo'k Emabelic Agent could pass Eeoitirl
directly rrtt the inttrrial carotd artery or he aovie listIed vessels F a Try Topo M PIPoiPibiev Bead Block.

WARNING: Studies have shown that Bead Block microspheres do not ApoyEproPIvul la ¥ apla/¥

form aggregates and, as a result, penetrate deeper into the vasculature svao QorKTo£TE 0oa piypo r6 50% OK epliou aKIOypaOpliOM pkcou KaO 50%
as compared to similarly sized PVA particles. Care must be taken to rEpirou ackcoxou 5iakrparo,. Arap EOTT Aonv Tatpa cr mT 7 gpiwa .
choose a larger sized Bead Block Embolic Agent when embolising nr opordpoprin EvOi6pqinr IOU S1AOpOTo( pgipepooprBirav Bead
arteriovenous malformations with large shunts to avoid passage of the BlocKlo nicy oi goou, cvtTE amakd rG cpo tac 20 ml
microspheres into the pulmonary or coronary circulation. ,li pop. fouaprc Tri OPIVO TLiv 20 ml Ca P 0 0% Tpiori

imopdlyo luer-Iock KO. av iiEUpriT, ITTopEiTE VO npTCtpflO£ETE EVo
The colour of the Bead Block microspheres could be visible through the I ri ati dAAn ordyw all 'pqi flEvECr

opicerd ),rmd, h]ol tnr co etl~palli ql oiamij Evohiipiloi TW
skin if injected into arteries feeding superficial tissues. OrKpalldPo6 X711Bea Blo OppoipiMane TO Siu TLi V

plg)Hptooualpbicv Bead Block Avappoficom- TO 51akup .g1hpOOyffipl(iV
Bead Biock/lhaOypolKOO pEoN pJoo mCa nOplywo tVErOT ~paOi Kal

CAUTION cmoS., ET.i uaTr VO EAOXI~MOTCOqi 9 bufCrimt UierO i o1pa PEGG

* Do aot u.e f the sfriacgr vial or packagitig appear damaged ho cceorep T Sidkuo piepovito Bea o cldeiovpoyiov
* Sterile and single use , roduct. Dor not r15e use Ead 616or po Kcoa1% d T at BloclOn,

Select tle size arid quandity of Bead Block nicfospheres vpproriatte for tfe P pie C P oaEO OKJrKr TTopovion,xpgmp~ostolvai Prc~ jpa§£ia Tda~K KiV`GtB EVGJ frapacporcE TETV
patholcgy to li treatred. Tourdga poJ1% TOU CKlOypolPKOU IWOU. Av brev urTIdpx ETriTJpogr Travir

* Embolisation with Bead Block miciospli eles shold oily 1¥e performed by CTfV ToxoiriTo BOfl§. P 11OeET' EtE TO 5liolKioaO TTOpOXr§ PE ErTlipOOdOEtE4
physiians who have received approbr late werventiotel ocIusiCo teranig in the EvErE imu 6l6ponoP plocpapiuiv Bead BlocKoypaTpiro pttou
region intended to he emnelis ed rl pTOpe[ Va 5KolpBa¢l TO pEyaAouTEpOU pJyWeou pJlKpocipclpha Bead

Block AV TO 5idkupo grKpooi0alpiiuac Bead BlockfCKlaopao(lKOg peOOU
XCIaG: ME/Vlia £El EVOI'Cf, OVOOTPbTEL ottod Tq ICGiOply(1 mv 20 ml

CAUTION: opI~ Tq (~p~ Ey~appi.££ OUVTqpgTI Kg 70T Kiq Eynop r Ki O0piopO TOo
Federal (USA) law restricts this device to sale by or on order of a TEArKOO omp£tou Epjokq.

physician.
01o~iBio:
is MeT cqv aVaKivrnaq TqC 9ii dA ou trepIEh To pIepOOaIpiBio Bead

POTENTIAL COMPLICATIONS Black opaloTE T0 iKpOKinip Bead Block PE TO ClioypOiniloo.
E[TE GE pETOkkid/ora ovoeiBWto Xoku O KiTIEAko CiTE e alueiai piCa tm

I Uldesirab, i a fLie fIi passage of Bead Block microspeheres into normial ouplic. rlpooJtr[ hTIa ca Va EHCO UroAiGErE OCcTgr EVcoiipnod TV
arteries at anenc to tfe targeted lesion or through the lesion int otfer lopai M okidK6 POO, dTi tE cc aulp6i n Kaaopf TtOV

teotTiai v KoTnd op S1ipKEeo T,; car& . Avappooqili£ 7O pllDooyarpib6o
arteries or artarial beds saile as t nt~ [lBead Block pifoo Gc a 3evo Cupiyya eybu; peyOTEpou mid y Oo
coronary circulatiorns.p 19 gauge (1,07 mm). Evcioa" pipao; To piKpocipalpi ia Bead Block

2 Pulrloaary emsiolsadonJbr OK i Thi umdVCOTonMoi TW2. l trilri~~~oisarf owtaslisvticirs. Ileod O'pica rTV KaBC~flpa Trapoxr1~ Cr0 aKTIVOOKOT'lKrl Cm£1iKoVlot. eV(J
3. schE( Irla ar a L ndierable location ITOpaTTpEiTE TrV TXUdPTO n perm TOu TOUaypowiC ou peace. AV 5EV, uTCpXEI

4. Capillry Bed saturation and Lissue damage a'orTtocpao. 7Tdv~i Toc TaXeoia Pull ETfflhtlE kVo peyokdnTepo pJy~eoc
5 Ischaeinc stroke or iileemic. irnarcton. capOTIBiiV Kol Ka ovoada eTip 1 iablKaoi TTUpPOiq§ Erodpp6(ETE
6¥ sI or lesion roptcuro arid Iianeriorrhage CUVIgePPaiKPi~g 'IG Toy KOBaPICJO TOe TEKod anpeice Cai

7 Neurol[gicaldeficits iricnaoding cranial rerve pelsies .KoTd 1T OAorijpTB EPalecoe O o i toy KOOEp. Ecig SioinyEiT
8b Vasosparm. oanokrn oacopppqoq, earT L HOME Va JqV TKTO TInOUV ppOJlKpOifpidla Bead
9 Death Block roe divan oi po 1o0 M7V auk6 TOe KaeiTrpa.

10 Recaialisatic · AnoppiipTe onorailjoocTr oaV d O Xp.liponoipTa pitpoctlpilain Bead
1i F oreigni bdy reactions isoessntatlrig oriedicaI in]terventioa Block nTce 0picKOvto mpc Orp (plcr CUP to TPiOhibno
12. infection trlelessitatirg iniedical iritovneriioi12 Hs~~~~~~~~~~~~~~~~ ETIKETA MYIKEYA[IA[:
1I Clot Iciri aiorn at tie p t if ae catheter and subseqmernt digsodgerirnt

CONSERVATION AND STORAGE REF Ap8po Koe

* Bead BIt k nicrospher vs rest he stored il a cool dry and dark place it its
original packaging

* Use by tle date indic ated on the syringd 'vial label
D DO not freeze , No 'i

INSTRUCTIONS FOR USE fl" npoooxb pAreI oinyie ~ xpqouq

* Carefully evaluate the vacullar rinework associated viTh ihe lesion Lusing high
resclrit rli imaging Iic4 to beginning the emboisation proediuire.

* Bead Black rmicrospheres are available in a range of sizes. Care should be taken -

to choose the appropriate size Bead Blok inicrospheres that Best mrnattcr the
pathology .e Vaicular target/vessel size) and provides the desired cinical Xpqor aut;
outcom e
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O4IOE 5Z 6IEpxeTOI 51ioPEGoo T9~ ophfpiCKflDlrpiXUot6o/LKAgfi9IKrt When emsehising arteriovenrios malformations, choose a Particle size fiat will
PtE7l0ofGE', oAA6 nrUFsiEao~ or6 opippid Crc l) occluede the rirdus withwot Passing tdrouight thes AVM.

Ii. TXETIO~vuovKo OPippioco OyyiOKO CUMtlf~a *fhroase a delivery catheter based can the. size of the target vessel Bead Block
"KTT abduor0on awEiaco ao~rnito orrou c I apo~ crapayovoct Bead Block miercosplieres can to lrate temiporary comipressiorn of 200/) to 30%, iii order to

Go inropoucE aroa OF Xpqan ad 6iv~ o rcucia pTEGlkao E cMV EferatpiK facilitate passage tfrrouglr the deliveay catheter.
KOPeaTito r0 7 rtnporrdvcor vla OV i~tSv O O lrnrfluece the delivery caiethere into Tire target viessel according to standard

flPOEIAfOIHEH WAGEt; iXouv 5di~ 6Ti TO pgWpoayOPipilbio Bead Block tcfinirTti s Poiton the catheter tIp as close as possible to the, Treatment site to
&v O)QfliOl~OUV auoopmdaparo 0, ceag cklo~t~tO~iO,6ida~6o~vavoid inadvertent occltsiora of normal vesmses
pofi~npolj~a 07 UyytIGK oliotrpO at oiy~picn LTO lT~~li~iOUBead Block aiscrospheres are not radio-opaque. It is metaonraonde to monitor
pcyk~oucowpmi~i PVA. fpittti V 8t~tto ttpOOOfl KOTO hY crn~yn LVO~taeireranotiDatioin under fltotOse)it visrialisatian by add iirg the desired amount

5,~paoopydioi rpo~j cc apnjpiy~t~t96t'~ 6uai~ooig ~ HEVOMSof centrast medium to the physilolgec suspension f Luid.

OtflV ~t~pOnrfl Tl Oted~idlOKUKA0Opac.TO DELIVER BEAD BLOCK MICROSPHERES

To XPWIJO TWdY PIicpoo4ipid
5 kiw Bead Block Bo Jpnopoo vo tiVoC OPv6 Pre.Filled Syringe: lthsrigtont a

5 8XiOU TOUppm o jotyg OTIC) ON iT(EPO(1maptTqpi5 WOU TP0W0O5OTOUV o Directly aspirate 5 ml of contastl meditm into h yig oott i
8ipouTOUg WM TOJ aspectirmat 50% conttast and acaroatmatte 50% salrire solution mix.

tou~~~~~~~ trro~~~~~~~~~ij~~~~~ P~~enrose all ait from the syringe, To edeiiry suspernd thcs Bead Black

a oQA nE!fpoioXH! microsgseresktcetrast solurtral, genly inv the 20 in syriuge serveral rninses
*Mg XpqcrpooirTG EFT pV oGp'ayyo To wroAi6io 0 amalaaacria sivoicro 6a E~o Attaclr the 20 an syninge to one port of the lee fr-ok 3-way stopcock: ud, if

urrocod ri nph6 desired, a delivery catheter may be attached to tIne renrhining port onl the
* fpOi6V nrbOOrripeWlkvo Kai prove p io~ XPtlafl§ Mn To arminXoropncirionoittr stordock. Wait sveial mirnutes to allow the Bead bleack rricrosphete to
*Efi~kaTrE sO Kot6BAqo PKEBEOO Kar mobanto~ 1dV piKp)OrpOtpl~iav Bead

Block yi a v Try TGOKO)oacr osiodea l tree TsPOKETmor ye uTTOPklGci c suspetad pao(reiy. Draw the Bead Block microsohenereccrarlst SOlLithad into
Brporrco. tire iisjectiorn syringe slowly and gently to minimise the poltential of

*H tp~oAq JE fiifpotraigipio aBead Block Oa npltanni co ErEiTkIro Paso orr iritroducing air iToo the systeri Purge 2at air froam the system prics to
oiUP ; orsoDler txOUV AUPO KQT6Ai3M EKLtai&UMf yTic GX In PETV injrrtion. geijt the Bead Block microspheneslcontis solution from cthe

Erdiation nrto~ppornt arm, mrpi oxrfe rtpolktilo an 6npioupynO~ n tpNoA0 iriest ilv syrlinge under fluotoscopic visealisatloin using aI slow, pulsatale
action, while Obsearving the coitrtast flow rate. If there is rio effect GOn tne

flPO!OXH: TW rA mpmi~ WM~~flow rate, repeast die delivery proces; s wth additional irijios of Be ad Blrck
H olaoonTOV~iocIK VOLI~O1ciaiown i 171IG1YVTWSC' U X rrricroslrracontrast solution or larger sized Bead Bls kc mierTospfiers may

he coissiudred If the Bead Bloc~kmictosphereslcolrcrsst soirsri sirr er isrim-

y(AYNHTIKEI ElIflAOKEY: susspernsiori, gently Invernt tie. 20 ml syringe several tirtif r ns sxorrs
-AvnsmiGOdprnnn Trattic~ppran bs65ooPUI rTdv lPKpoea igdiawv Bead Block parO coriservativejucdgmeat in determiniing the brainoliatiorn rndprafirt
orw sio wuJaloXovaKtg CopIfPIr, rOO tIVcUi rnci(OV Ont 0Ad[rtt-GTbXOU 11
6ioptcaou git obafn ptanoGEa AKG~ opnfalpict dpgnpiOKo arp6)aiapo aai,;e Vial:
Oi Une PO cukigoi Tra EC0GTttPiKI)tKt U icpk rlot a1e tJPOViKfl an1 oirrWVIcti o After shakring ha, hoattle coinnaining the Bead Block rmonierplsa drc diue the
KUEAOkoPoo. Besad Bloclk mictospheres; widi contrast riedium either in mi aIlc/sta lralss

2.FIVrEUpocrcol EpPOAr. SFtel tLi Or diiectly iti the syringe. Take care, to enisur propasr suspeinsion of
3.c~ Iraopi cE ovrATUBUTpnan tan. te paricl es in The contrast mediums to enhnance ar patcs distrrbutaon vfurrig
4. KoP~pcs6k iou spaeiXiCotiK. MrpiaOTctF K. QAd0n cted.
5. IcXorpiKO LyKtyaoKix rnrcia5io aayoUipaco Opapp o frajalrcri Draw the Bead Block mrrcrospheri into a vyrsngc needale of a s ie
6.P* ) yvi owee 0 lA~din Kr OIPOPdoYIO. greater tnhet or equal to I19 gauge (1.07 ami). Slowly riject Bead Block
7.NEepokOpiK6 rXom6)poTo aptpaoseovcan soordacteaxOEOTE~ TV"OPLJ cGvaOmou ixicrosphenes itito the delivery catheter Lander fluirosrcopar visealisation while.

8WtLPOC. oarerviing the contrast flow arae. f there is no effect oil thre flow, rate, choose
A8. V Awrniocroo;a• a lang size particle and repeat the delivery process. Larcaie conservative

10. Bavriacoioin ued.dgtm~itd iti detaetiait[rn the emboofisation errdpoiist
ii 1Avnri~pad(JaI cE ~Eo at pa rmou Xptad~Oovrmar i~~Kt trsbui~Of
1 2.Aatpolan Frou XPEi6ti aTIoxae crfkicot I proan cOUGpletiora 0f the treatmeat, remove tfie catretrcair vi nie Trainrainig getitlr
1 3. XFPoricp6~ OP6Ijo Orir OKPtt T05 KoETrIlpa KGi ETomofrotGl rmTOren section sor as I ut to dI slodge Bead Block mi crosphors stillI withiin the cateneTor

1$il ALATNPKEN KAI OYAfl::H oa
*To pIKIpoctpsIKIoa Bead Block arparo ena tapuxeacoeiat MEav 6po~atpa, po Discard atiy opair ,nrasise Bead Block mricrospheres lit tIne P'ar KiisI adSyringe La

a KOi E VKti XsaPO Omnv Opict tOt OUO UKEUOUi.1Oal
*No XnopaaIaOOOrOdas JtXPI trny nPcWP9pVia Ag~l§ TItOt ciVaYPoaYapo 7sdVe

OrtV ETaKracamo api(YOUrpnAi aluo PACKAGE LABEL
*No Be ar~a KtcipmaOsni. R F -Cro)Nme

pj, OA~irIEX XPBHTHY RE aaogNshrtX - Raler to snsttractioirs
* Adjoayfijt 11POatIctiac so oyycooeb 6iUK~o, TToe ayFi~Uaai Pt 7n PAdpq

xpnaipUoiWaoi ,;o oanimovir a ynAl oab~to§ npiav crab ipx Evcain ttt ,;j Batch Ntrmrbn nLot Pramber [ jJ=Steami Sier ilisanrd

* To pl~apospagapitso Bead Block WOOWICHGEatao TTosacalaO pryreiinv. T [ttsia ani eUe eoe
6ivetni rTpoOXdL yra triV eTsAni roea Korn~ai~c pEYtEBoe piKcpokoiagpipinicv
Be~~ o oeoad Bc LUTli cdaoulowtioEE maT Troptyo ale KiaUpT0TOLIi mlarn TO
Bea BlOck tre Caoipaa mxo~usapV~oU Kpm trrapEAcyim To ITIOUPtac K6A soK
lapaoran

* Korrb ap EPPOM apniMErPtopeaitc 5tucrafrocit, crrkgrn iva aPvVKo
caupoarioa raOU TOqraPpKbc TG ami n at XOLOpi an 6itpxItoi agiOiiaU aPi
nprgtopizoapstriiu, 5aorrAao~ia (AiM).

* EstAiE~ (EVO KUflTBiPO TT(opeyit roU PCIaro aMe p~ytfet TOPaea OlOU-
crboe.u To pIKUamPoaoipiti Bead Block peopri v en eXrTOU TrGPoa VIpa

40 aeppelcort aar 20% piti 30%,~7 WTsa vaun cc, ruJKXokdamo n 561600GO
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fiffis "fl, sf 2 21- P

lsripidi far 1p0 TTC=i pV4 tOT
No tilizr, siesout sadfaoCairo aP1xir~arIio v~ XL VITif XIUTOE r11

disonsblo vi La s~~rivil s-]ltIrv okes: vprArad upla cu

Bd Us aTOL100-30 perua a ein Amroeillo derde u oL16 i MUEVI PO100-36 U5O1U r Mpm ipieLAGJ O Eadp

300 -5300 pmn Ammi 360-5KImM vrh

900 1200 pm Morado 9600-1200 ma Floprupin

PRESENTACIIN ffi YYYKEYAflA:
Jeringa * XeptQoran, 20 ml.
*e r~isej do, 20 ml * H aopiwaO CLUCaLKU641ol GE tvO uomrittprll, G~yipioyopv
*Lajeringa soprosrtn ea ~lana barideja do Tyvk -sellada stail dososhablo coil TnpOM(WTqPatig aOVKOWuPiEV bioxso Tyvek" PE XPWtlJOOMLIl ETi Kia 5YtO
farina predefirida. Teriy ufla etiquir dcl color correosmedicetle al evitralo de, voa unnTO6qkJEti TO CllyR~pipaVo tUpo~ JEy9OLuq
tamarou espoeclficoa * K60r odpiwa TTEpiXEI rrEPinou I ml 2 ml pi KpoaGolpltita Bead Block or

*Cadajorinlar carntiotn aprirainadarnoirtIo 1 2 nil do nimicsosfeors Bead Block oil iva Jq TuptToyOvo, onoaiwe o,=ooye6aoox puspvcTGO~aoC I UX0pUIGOrING
stalor inai~ ~ ofisi Cciha tampmraidar osdri y nc pirogoiriot. VEL voamri totle doL 61dk0i 0 oUVOXiKbo; byo IOU ahkOTObXOL 6iaX~pai KG TVol`a
solution alina yrioc miciostoals Bead Block eve doS ml anitpoowaipi6iwv Bead Block aiver S ml.

*Cat]~ )erini mositic destnada a usairso ornII urnLit BlOarieritta No raoscc Ilizar KGb cu CPIW TIPOOPRRToI Via XmP Gil CEvta ptoe aoBib Mqv~
DsL,,r 11 materl ano utLiaclo.( Rrfaeoitdliparaetr.wr Afoppilyrs oreaoro6mirnov aXprdOsTorin JWeb

Vial * Fudiashia iio y A60Matk ID Ml,
V Val de vidrio do I10 ai. * To Trinp Eival GTorp ioe PR tea KOrd orb okoupivia, TAIU Rival
* apos sollacdo (orn tprip do alum nirl dotadce coil capiarhfn do color. eloraiaprtvo aE Xpu~ianicor Kanai.

*Cacna vial ronrior ~proiairridamcrtt t 0s 2 ml do. mirreofseras Brad Block err * Kdft y aki6o aneir imtrpfirrou 1 no irl 2 an ipiopcoyu plbia Bead Block aE Eva
so Lairon salina f Trcad, ca ramlioariada. esiri y no pirognrycirn. El volumen rtota do e utcdo anrwrtipuapO U T eo, yU& UGoiooyitb atatodyo puOpiMneb WIAUIo.
sarlaras stArose ty re icroafiuars Beard Block Ts do Bil] C CLIVOAIKC(dso iYD OU UAkickc 5ioAWlaaoff i tOTUV JiKpooT~aipbiwiw Bead

*Cadao vIal esta dest oad a ceaase Iq mit on inco pac ivieo No icostorilizar Itesorhar Block RiVIL S ml.
ol riralvi al no aitilizado. * ~~~~Kd0r rpuioki po topi~iai yia Xpfllat G va pbe vov oaraeq. Mqe

INDICACIONES: Hk ENAIEIEII:
Las anicioeslouas Bead Block Hostvin inicadas para La~ rmoiaidon do urioroes To pttpsoceotpibr Bead Block ITpoopi)ovti yea XPrail omTV spPak
hripoascal aros y rnalfcurrraciOios arteriovonicoas IMAV)I.TEOY antc~ OKia GYKtM KI amapnoThpitvR lojv 5umkairiame eWA0AIAV).

APLICACIONES CLINICAS: ~ ~ ~ ~ ~ ~ ~ ~ ii~KAINIKEE EQAPmor-EI:
APUCACIONES CLINICAS: ~~~~~~~~~~~~H anriOTnhOVOT 3fl ~iAOyp0WOK iat~ RTTiJEOb TtRX ENa~v X K IN(pitaolWO UXETIKO PE

La literatUrve ciiertil f r ira rmLLarepida doCumoritacidid proccdfinioientos dl ti 5ia6iMaCnig E£PIoUii main XPnoaPOnrOIciV Rapia 1naKI~Aj TEXpink

oimbolzadort,, raliends t Elizando aria grain variedadi do agontos; arcficialers tainto rrapoybemUe, iaCT MOo EcapoXnyiK6 boo Kat M oro P TlEpiKo a~yyiaKo adoTipa.
a)t ol snristatl VastCLiar Porfildeto coo ni cEol muourolico. nclu iosk caosaic ruello ouprTi~oae0OVptvct Til4 KREdMS, TOa auxva ripo mnnovuKok aqm , mOu
mardula ospiral. hBeamso lacto qrnrtourrrraro. utaso, aparao qastroiurtvsiial, Maaijan 'Tu OUDMIOpEWT tar t 60 vtpeIII Mia( aOv YOTrm MPcwaaiK0

extremidadirs ypulmorrres Al teal do estas rrntrrciones; do ursc sorcjotie ei (13(OPrAioypo wv ra~pata KGo TiWV aVEutde Weaivtvx a
ireostra represerncativa de dirha bibliogramia 0lvyai roto eI r uv ~avXvc

m ANTENAElI:
00OrrRAINDICACIONES: 1 Aacrs Pt 5eractila at btabtKKac'R UTTOaK1(

I PacuouICS quoC rio toloea prosiadimcio Mdat0 olla X 0in 2 AM Uiat OVoOT[Jif 6 clPaitlm~ K~ ar 0 IAJ(MOAt tV T096LtOth~ WOTIMa ot
2 ArstaomIL vascula, o tujos saineres nIc qu descarne Ia colocacdit d on liRetail Epl.oAulvt

wasto v Ia inyocc ion de conv ot 34flapouaio q neo avp~ Poypytranoa;
3.Prsesodca a prcatlblo arparrciort do arrejospasirio. 4.Flopouaipop 6 nlaf CeapurLdippa lwood
I Presericia o prickablo apai nrcil do 11oMOrraqia. 5. flopouclo Tpovpo6oTrtKi aopmtiae nouiv O Q ea KrTEpbpt orb0 mtou
S Presoecra do fnformodadl arviomatorsa grave. irRiwpitatiKtU O\65oeq; mi6 nTDU oTTolopo TrpOEipo
6 PrOcicra do artras atoervints mnoeres qaro las remas distaltra do las quo 7.nfloOUnia NMJVt Et1PGipOKUeLtN-EV5OKDOV1OKttlV aeamopITnXrLVIL 6rowyir

mornir il.B.fpoualo maTnhapd iuNa adystlatJV O6(Y, real arortakode 6ueptit KebUVc
7 Ptresnurr do drracerorris o eanssomosis extamiurtracrmaeoas peorirablo s 9 M. EtaUoi Ortia pTqEplicard In ice oqyo a Trn~ io; d 50Kpvltderpa

S Prt'senita do vasos culateorals quo e dlr poior an ii po lig n e ro ]os atirriiois 1 0. EtapauKic optIlpiia, revU Tpootmod0V Ini PA
6
O KaiIO oEv BEernor aptota

norriralt sdarrirtle Leat erirlaa in ptybag yio ena 5EXTO6V 7o p irpocratpi5io Bead Block.
9 Clrvrirta do arror fief intas qua rioagaiI rclio~aoonte lo tris r iav rtoalos. 11II AVVEOoT~ OVIlanoan TtEpITtPtpitb orr TPOTO5ontKEq Ooptqpic, I~OU cunoeKairt T
if I rLteairettr asLi arecras c que ripgarn la lionir no iso srrlciernrounionto graedore 6i(10o(m TWV Kprt Epoavopiwv Bead Blcck sEvTd~ rg opbdpnc

para adonirti, rrto... Ist ray 15ad SIre k.R 1 2.Mn XpnarJTorOlEInT To ptucpoatpopibra Bead Block Orrn saIpotdtt oyaprJioe:
6 . i. EppoAur apmnnpicArel iabv Brow~uylv psybkq0~ bropinpou (6A. Picar TO 39
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* Mikroaery Bead Block nie sqawidocune prcy perocy promieni Roentgena Zaleca 11 Resistaccia vascular pIiofrica alas artoeias aftrentes (111 irn pipen la liead
siS monitorowarne zabiege embolizacji przy pomocy technik fluorcekopowych, do Ils microesferas Bead Block a la lesion
dodajqc odpowiedniq ilo§ kontrast do rozlworu fi;ologicznego 12. No uLar las miccroesferas Bead Block past las siguiiente aplicacioaies:

· Aby wprowadzid mikrostery Bead Block: i. Lmeoliaacion de derivaciones arlerioveorsas de grail diiarlecro (es decir ore
cases en los que el Mlajo sanguinne no roaliza la transicion

Strzykawea napelniona fabrycznie: arteria/capilar/vena sine que pasa directamente de la arteria ala bveral
Zaasprowac bezpo§rednia do strzyk

a woK
i 

5m l
ko

nt
rast

u
, w cela 

u
zyskania ii

roztworu w proporcjach 50% kontrastu -50% soli Usuna.c powetrea zeVaultn aei mnsiii Cualquier vasculatura en la que e anende emodlico Bead Block pLdiera
strzykawki Kilkakroteie, detikatnyri ruchami obracad strzykawke S BoleraflOSC pasar dIcactaorto a la aroia carolida lorders laeo sws iidicades
20 mrl, w celu rdaomiernreno rozprowadzenia rozewore rnikrosfer Bead
Block/konlrastu Doiaqzyb stazykawke do jedrej z koscdwek ojrioka z Iqcznikimno mas
luer-look; w razie potzeby do jednej z pozostalych kocodwek mosma prdiczyC
ceawnik doprowadzajqcy Odczekat kilka minut, aby mrikrosfery Bead Block
zdrcaly si~ rdwnoniernie rcaprowadzit. Zaaspirowar roataube Bead Block no forman agregados y, per este motivo, penetran en la
mikrosfertkoetraslu do strzykawki przeznacaone do werzykiwania rotemoru vasculatura meis a fondo que otras pertlculas de alcohol de polivinilo de
Nalezy to robid delikalnie powoti aby zminimalizowad ryzyko wprowadzeni taaniaflo similar. Deba tomarse precatmidn de elegir un agente embOlico
poaetra, do systemsu Przed wprowadzeniem roziworo ralezy poebyc si Bead Block de mayor tamafl ceanado se embolizan malforrmaciones
powetrza z sysleet Pod konlrclalechniki floroskopowel i przy uaycia arteriovenosas con grandes derivacioures para evitar el paso de las
praeznacaoaej do lego celu slraykawki. dokona wostrzykniqcia roztworam microesferas a la circulacidn pulmonamr o coroiaria.
mikrester Bead Brocklkcnrkaslu. Wprowadzanie roatwors pmownno sie odbywac Si s e i nyecta en las arterias aferentes a los tejidos superficiales, es
powoli, rachami palsacyjnynri, pray rownoczesrej ohsetsacaji tempa tego
przepdyvo.l dl racharn yt±rie pizephlsol rioa viega obianie, powterzya praces posible ver el color de las microesferas Be ad Block a t-aves de la piel.przelpysJ. dealt nattgzenle przesdyw hie ulega zmianie, powtry places
wprowadzania roetworu -dokon doadowych inieklei roztoru mikrosfer
Bead Blocklkontrasto lab rozwawyd moz liwod wprowadzenia mikroster Bead PRECAUCIONES:
Block wekszego rozmiaru W Lazie poetrzby pornownego rozprowadzema No uLilisar si lajerirelq (I vial o e paeuetn larcl' danadl
nsikrcsfer Bead Block/kontrastu w roatworze, nale2y kikakrolie, delikastie Proridctoil motn y doun urno u No reutilizar

eac/rid strzyawkq z roztmorem Wykazad si ostro2nosciq wyznnaczaiqc a clrrinar ci tamare y Ia cantdad apropiada de microestora Bead Block para la
moment zakonczenia emboeizacji paiilelia ((Lie va a Lactaar

I a embolizacin con microesferas Bead Block Sdlo debe air rcalizada po medicos
Fialka: cl~~~~~~~~~~~~~~~~~~uehanreairidola formaoson adecu~adaen oclu on lep.meclonaldelara 1ion

Po wstiz,§ni du batelki z oikrosferami Bead Block, rozadedczyd oe
kontrastenm w naczyniu metalicznym/ze stali nierdzewnej lbqu se presrde embeizar
bezposrednio w strzykawce. Upewnid si~, ie doszao do
dokladnego rozprowadzenia czaslecaek w kontrasce, aby
zapewNnic Madciwq dystrybucj czarsleczek podzast wstazyniwania Las leyes federales estadounidenses rostringen la venta de este
ich do naczynia. Zeaspirowac mikorostery Bead Block pazy posirocy disdispositive a medicos o a una prmscnpcio n facultativa.
igly o rozmiarze witkszym lab rownyri 1,7mm (19G), Pod
kontrolartechniki fiuoroskopowej welrayklng powoli mikrosfery COMPLICACIONES POSIBLES:
Bead Block do cesnika doproAwadzajqcego, obserwujqc 1 Reftulo o paso no desocado de las microesfiras Bead Block a las arteras
jednoczesnie uwatnie tempo przeplyx kontrastu Jesli natqienie nor m ales adyaceno a la leson looms o a looses de dicta I'ion hacia
przeplywi nie ulega zmianie, dobrat czastaeczki ,akszych citrus arterias o ladces arcerales, coims la arteran carodida intorna o las
rozmlarbw i powtdrzyd proces Wykazad sie ostrt , cirulacies pulmona e corenahia.
wyznaczaljc momenr zako/czeria embotizact 2. Embolizasidn pulmer

* Po zakonezenir zabiegu, usunrd cewisri, u na lde Ideikate zasaysarie. manatee 3. Isqcria an urna region no drseada
La celu zapobrezenie wydostania sic mikrosfer Bead Block, kt/re pozostaiap nadal w i1 Sacuracidir de lelo capilar p dayfe en Ins trides
swuhele cevanika. 5. Apoplojla isquemica o infarte isquernico

* Wyraucid otwale strzykawki lib fiolki z he zuaytymi mikrosferami Bead Block l Hemoragia Forces do lesidn y eases.
7 Dofnicit riLiro10icos indcuidas paralisis do ntrwe cranoaI

* NALEPKI NA OPAKOWANIU: 8 Angiospasmo.
9 MuerLe

R E F Numer katalogowy 10 Recarrlzacidn.I I eacc lones corporates a cU[mrpos extrahos que procisai iitresncii rillctiman
12 Infeccion que roecisa irnctrvoncin medica

1 i I ormacida de codgulos cn la pLnta del caterer y suchsise d(MStlazamnento
.- . N CONSERVACION V ALMACENAMIENTO:S % Nie wylorzystywad ponown e

·Las rrdcroesfeoas Bead Block doelo almacenarse eil Ui lu an o5(euro a cco i fpeseo
ll si er sie eoiiirialo

· Util za aines do Ia cama indicada evi la ciqoeca do lv caniaa o vial
~B Uwaga - patrz lnstrukcja u2yeia * No coriqela.

P rodukt srylizowany para INSTRUCCIONES DE USO:E AI Ar ices de proceder a Ia eriboizacion evahai Liidadosarreilite la 'Strucniva
vaiciljar asorriada ala lesion maruiante iMagrq)ei de vita Ini Llcioil.

Dala przpdatnosc· do uzycia Las rnicroosteras Bead Block estan disponibles oil varies inetrvalos do tamaris
IOed eleLirse con procauion e intorvali de tamaco adeciuadeo ur1rejm r
cotensnga a la panelegia (es dacr al tannaio dcel vase Seiis asroll lar) y que
proporcione ei resultado cfliico deBeade
Al embolizar marlormacienes arterioveoesas dboe eloqirso illn coarnoa do
I Blrtula quo ocluya el aide sin atravesar la MAV
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*Seleia mar Pc raiede don cednisa tracitoi en ftiaudin de, trionaco del vearn tratado iii Systeiriw raaizynlowqy w kboych u~ycie srodks embolizujqcego Bead Block
Las mkcioosfuas Bead block Luiedes tOlcrur [ira compmasid temporal del 20% ai mogloby spowodowadc jego bezicorednie proedoslanie Ede do tslnicy azy~nej
30', pasc far11c slit ci aso I traee do dicho trctder. wewnselrorej lob w'ion ionych poi±e nacaynf
* icrodin1 e Gci, ct sir dos administration on P. sass mtreado do ucucorto cori ar
tentires ostejda, C[dcaa Ia BNrta del cratcer tan imica del lnear Ectatico corn s UWAGA: Badaria vwkaua Jie mikrosfdery Bead Block Me Iwol24 skpi k w
son prisilil P.r L iesd quoe (n so prodtizra tiEno'c odiojice Arsoltaria de l Vs ears lkonselkwencji pnzenikajq glbiej do syslennu naczynioweqo noit czqsteczki PVA

noimeles ~~~~~~~~~~~~~~~~~~podobnej vwelkocid. Do embollizacimaltorcacji totnicnzo~ylnych z durni
LoasisrofrsBa lckis o aipcs o eoaed otoe przept~rtai naleiy vWc wybierat frodki ernbolizujitce Bead Block o wdqkszych

ernpl oa anon vsual7acOn futooocrcto ~rogndoa calidad dsead derozmlnarach. Pozwoli to zapobie paedostaweniu sil mikrosfer do systemnu
cis olidcon cotlaissuaIfliu ciO f ullogcosopa ad1e S asdo, Iacrdddeed s kndaiia plucnego lub weiecownego.

*an Pric ciminstrer las micsta fernos Bead Block: Kolor inm sikofer Bead Block polli widoezny pod skdre, jeoil zostani one
wstrzykniqte do totnic za~opatrujqtcych tkanki powiearthniowe.

Joringa prelleriada:
o Aspirer siire~eltam te S m riod ijisutis do contresro er ajeris earn obtorsar jM SRODKI OSTRONoWc:

cr5 contrasto aproeni ado del 50% y tirici rseacia do solutidn saline do Ni cya i, ke i slrzykawsea, fidlka lob opakowanie wyglqda no uszkodzone.
apcroximedarnlelt ol 50%. Rectires todo P. aire do lejeenaa. lPar suspardor * Provduei steryiny, jedrorazowego efylc. Nie c±ave powtdimie.
urfiormernsroonte las mircoosferas Boad Block/a Ancientidr dontmtceso rneveita * Dob rozmniaru i lcea mikccsfer Bead Block powinoer byd uzalerniony ad locuonej
suvesnmento lejorria do. 20 ml series vccs. [sortecr lajosirige do 20 nil a zmniary ontologcznq.
cic toame do I la Hav do paso do ties ontradas cots luorlock: rse doia, * Zabieg emhliaci z wylrzystanier, n stkapler Read Back poseren byd
pido aecoeplanso L cesatern do adrinistsccsion a Ia tome caon do. Ia leae do wyokotywary jedynie praez lelkaza, kMary pracszedi odpwiedname pozeszkoleniez
pesno ( [atsl r ci nsos mcirutos park dmar oeli las mic otsfieras Boad Block So dlliedziny okluli zabiegowel odkpowednsel grapy oaozyri
iispe~ndrin or I soi k cLE debi damoente lrtrduzc Its icroosfores Beead

Block/la Aocrit: tie tsr c raste or Icjcirxjc lo anca y surasoernto peic ltni~iiiiiii UWAA
Ic posilsiclald ilo quo cntro clii on P. disposritse Ptisueiion dxo airs do dicl Wg anllerjkanfskiego prawn federalnego zestaw mole byd sprzedawany jelynie
dlsispsitivo enter do psoucioer a Ia ircotmeot Iriecie las micricroesfores Bead prize Iekara lub na jego ziecenie.

plocol va jurno p a imi rcilsos odsoe ila Iar ccntvidsdadoizeson fdoonrsto. Si IPOTENCJALNE POWIKLANIA:
darca many a ipts ss obsrvanc la cnt da de fLela o, cotrast St Nsepozjdary wsleczny odpcly lob przedosarime ssq ci kroicer Bead Block do tplnic

rio so eprKsa nsnqiiri efo~to er ci fla i peletir ci pasier do cadmenistraciori mse zimiectionych chaor~obos przylegalayoych do leuonoej zomiany raczynsowej; lab an
con Ynetvi at srrys'rcoiss do, cecroesrfris Ri ad Bincelsoluc~ don(t coitiaert s zrmany nazynsowel do tomic lec, oh lolaks cp. tob cy szyjtej Wa~owrlte,
onriO seat an cro d ro nssrrstas Bead Block do, iayo, namerds. Si fuitre kreeia plumae, lob wiec~towego.
roccosas ii odeor e siislarotodol ii is iossseicts Bead Bloi O kslc ucior do 2-Embolizaqa taczyh furenych.
coscrcstt ii ii ste sucvemerte la tos ii iqe di 20 ml series vsocir Adcicipe url 3. Wystlpieni ciiedokrveria we niepo±zaty Eniejsco.
posture, podrudoist ci ici nessa el ptintci fiial de, i emoi zatiotn 4.Saturaoja lolyska kapilameoo uszkodzenie teaork.

5.Jdar lob zaceaf niedokrwerry.
Vial: 6.Rozerwanine reacaynla Ah zmanay naoyioe i kswolok.

ol tres eqitai oil fasco qus rotea ie lenet mi coriccas Bead Block dill iir diches 7.Jbylki rnurologiczane, whatanie z poraieennom tetvsw azaszkocwych.
mincrefes con airi md di dt c tiiriesroe oi tin ciportitenc nettlicos see acein 8.Skurtz neyia
srcimcadme o rice rectierst eli Iic [sa.i Bsqsisse dir quon Ia si spinsion di 9. aSmied
let pinocdes iris, Iries o do, tonticstc or Ia corrosrtc co'sE efin di rmuocir lai 16. Rekanalizacia.
di tribticiso on11 lit particuicas durcrisc La inyoccion. Irrdremetar si it orfosastes .1Niepoacdcte topailme nSale oboe asymagajqoce iclenreeni medycare).

I 2nfekoja wrymagaic inierwetcip medyczne).
Bosnd Rin oci moc typE~u e dlotanslr igual a spLsi ot al calibir 19 (It m7cani) 1s 3Uformowati e sit sketz ep naeditu cewsika z casilypowymn eyparcier.
inyottar leciansot vetoo las mc'oisficr Bead Block on ol cette de
adriiinstracniar tori saisisizcion fluoroscdpito ci timpo qieso tsobsotiva ciRsi PRZECHOWYANIE:
hejo, de contras to. Si no so apietia rieilsis1 elects sclbie l dimtjo eloq, * Mikrsfi Bead Block ralezy prianchowyweas, wc Dygitelrymi opakowsecic w
perrtitiules do. isiyor tasisano y aroeti r0e pcrrsso dir ademiistrescidis Adoptisn chiodnym, suchym i ciornoryarc Enisalo.
one aapcrilirsiaprudi deie rrindot Etrpaicc55 firal do Eciiolialsizacion. * Zezy prued coyeem cally wainci podetej to tolepce no opakowanic

sirzykaw< ~/ na fiolce.
*Al ~ome petas As 55 .samienis, retifr esl catotos succiorando sucveonsente al Esrisis E.I Nb zamroad.c

tio.r.rci paire onr cieslecs firisrrc crtierferis Onto Block qtio eti iso enciietritn asn
elIn lmisn del caisol.er INSTRUKCJA UZYCIA:

* estocher sodas las incnsscoofoas Brad Block abioates yino tilizedrs doe ajrnoitiqa P ezed rozpoagolom zahiegu embhdizooci nalezy dolkladine o cenid onaceynienie
proillisada o del vcEd obtaczar zwagane ze Mniami taczytiow~lguzent, proy mo utyrie eotk obrazowaria

wyqsokiej rozdzelczoasci.
ETIQUETA DEL ENVASE: *Mikrosoersj Read Block dosigpne satw rdunych rozrniacach. Aby zabie emedbclzacji

mdgl pryice ee oczekiwany wynik, dobbr rozimiart rciknerose posw/nen byd

REF - Niiseicsd sc 5atalogto 4 Adaaonisci auseiir iss podylklowany codlzmjr aniay poddawcnej zabiegowi (tj. coall zmiany/wielkotd

Podezos embolizacli mclformacli tolniarzo-yiych (AVM) taeety dobrad coneiar
Nuiciiidso's t Estreilizdo psie~or vald usteczek ak, aby poawolify, ore na znarrknside ognisk, zairiany, ime psrndoelaly

- No soils' ontes do * ~~~~~~~~~~Cewnik doprowadzaic powirten hyc: dobrary odpowiedrio do courmiaru toczynia
NocLI tla tilizcatired doreloWEgo. Milrosfery Bead Block tolanti czasowq kornpresjf 20 dt 30% kdrat

______________________________________________________________pozewala ro puzejtoie mikrse preet cewrilk doprowadajqy
*Wpowadzia cewnik do naczynia docelowego zgodnie ze standardowyomi

procedurami. Urnieoikccsc ol cewntika jak najb zldej aniay poddeesane]
zahiegomwia cats urikniptia rieumyilnego zamniktecia riacayb nurinenmeronyeh
chorobowo.
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JALOWY-JEONORAZOWEGOUZYTKU APIROGENNY SIFRI[F NIBCAMENTEMONOUSO NONPIROCFNICC
Sterytzowany paeq Stili zzato a vapere

Nie uytrad w przypadkach, kiedy opakowaniejest otwarte lub zniszczone Non utilizzare so la confezione e apeeta o danneggiata

By OPIS: DESCRIZIONE:
Bead Block to zeslaw biolegicznie zgodnych, wodochlorych niewchtanialmych i
dokeadnrie wykalibrowanych hydroeloiiych im irosfer Mikrosfery Bead Block Bead B ock corim ende Ona gamara di rrlicnotre idiepsi biocompatibili idrotiler loil
produkowane sq zalkoholu poliwinylowego i dostqpne sq w nastgpujqcych rozmiarach: riassorbibh e tarate in mode Ioke preB3cs Lo micioslere Bead Black tone prodoLte

a tsam cli alel polininilico ofiao dispenihli relic miseres sguenti:
Rozmiar Kolor nalepki Ordine di Grandezza Colore Efichotta

100 -300 pmn Giallo
100 -300 B

m
_______ Zby 300- 500 pmin Blu

300- 500 pm Niebieski 500 -700 pm Resso
500 -700 arn Czermony 700 - 900 pm Verde

700- 900 po Zelony 900 1200 pm Viola
900- 1200 0am Fioletowy PRESENTAZIONE:

l;1l OPIS ZESTAWU: Siringa
Strzykawka Sirrire da 20 ml
- Strzykawka e poiemnodci 20 ml. Sitinga staie cootezieonata in una vasdhetta pretormaa Sitillatil ron lamirna k

Slykawka znajduje si w sterylnym. szcuelnym. opakeowaiTyvek®z odrywanq I yvek donatrdieotichettadelcolorecorrisporudenteallordlerdigrandezzadelle
pmrzykA. <Kol nalepki na opakowaniu okresla rozmar produktu mIcrostore

* Ka.da strzykawka zaiiera srednio 1 lub 2 ml mikrosfer Bead Block, zaweszonych tOirri sirirda contienr circa 1 ml o 2 ml di microstere Bead Block in Una seLuziolc
W apirogennej, jalowej, buforowanej Boal fizjologiczuel Calkowita chjiese roitwora tampare fisiologica salina rnon progerrica e strile. II volisme totale dela
soi z mikroferam, wynosi 5 ml orluzione saline coil microslere Bead Block cdi d mlI

* Strzykawka przeznaczora jest do jednorazowego udycia Nie sterylizowag * Oqni sirirma due erasers utlizzala solcanto per on paziente. Non sterilizaie di
povwdmie. Wyraucic rie zuzy4y material rCliro Scarcaro tutto il matriale non urlizzado

Fiolka Flicone
* Szkiaia folka a poiemOSci I0 nl Flacone di vetro do 10 ml
* Korek zabezpiecony aluminiowyqm kapslem z kolorowe natsadkq. borpp sigilleto con cappuccio di ailkrirliOie dotato do rivestimernto caiato.
= Ka2dafiolkazaviera§redniolaub2mimikrosferBead Block, zawieszonychw · Oni flcorre cortiere circa 1 ml 02 ml di hlicrosfers Bead Block in tirra Coluuione

apirogennej, alowel, belforowanej sol bzjologicznej Carkoela objtoed roztwort so i crrrporne fisioloegi salieia on piroqenica e sterile. II volume totl delia
z mrikrosterami wynose 8 mlo9c1tzioe salin. Cori icosloe Bead .loke d 8 ni

* Fiolka przeztaczn jest do jednorazowego uycia Nie sterylizowad peowtrmie sOniflacolea ever ,sre, UolBaeoasolanto per.npaz inLLNot ili,/ar.di
WfyrzugJ nie zuzyty matenal FLICoevO. Scartare tro i rioateriale ron o tilizzate

a WSKAZANIA:
Mikrosfery Bead Block przeznaczone sa do u2ycia w embolizacji guzow bogato- INDICAZIONI:
unaczynmirych i malforinali tliczo-ylnych (AVM -adenovenous malformaton) Le microsforer Bead Block decade essere cedlizzate per I embolizsazirOne 0le tuorni

ipervaaslari e dells realrformazioni atcrvervoese (AVMs.
h ZASTOSOWANIE KLNICZNE:

Literatura naukewa przedstawia szerokq dokumentacqq technik embolizacyjnych z APPLICAZIONI CLINICHE:
woykocysaniem rd2oorodnych czyinikdw sziucunych, zarobwno w ukladzie kraenia I a leMteraturr scientifica offre On aropla dacrrientaione stIle procirdiie di
mozgowego jak i obwodowego obejmujqcego naczynia glowy, szyl, krgoeslupa,
wqtfroby, Ckada moczowo-pciowego, macicy, uklada pokarmowego, kodezyn i piuc Na elholizzazlone coxu alra grande varieta di agenti arificali sia ml sotema
kodca tej ulotki znajduje sip wybrana bibliografia neiioltcing cireo iel sistema vascelare peritricoC corripreSi testa coreo colemana

vertebras flogate. apparato urogenitale, utere apparato gastrointestinale art e
ShyPRZECIWWSKAZANIA: polmoni Doot quests iareioii pt r I useoni oiee riplara tana hibliografia
1 Pacjenci hie kwalifikujqcy sig do zabiegdw okluzyinych rappreripaticaiva
2 Budowa raozyk ld b przepyw krwi urniemozliwiajqcy umieszczenie cewnika lub

wprewadzenie materiah embolizacypego CONTROINDICAZIONI:
3 Obecntso lab prawdopodobiedstwo wysltienta skurcza naczyn 1 Pazienti icollerarti alia prccosturs di occlusiorle
4 Obecnoec lab prawdopodobiestwow wyslaVienoa krmotoka 2 Anratomir vascolare e flcOs CmaticL doe preclude ii posizionamento del
50becnokc zaawansowanei choroby miazdzycowej catetore oIiezione .i randli
6 Tnice zaopatrujqce sqmneejsze it odgalpzieaia dystalne, od kdrych odchodz. 3 peenzater eventualrinssonenzaieo ivasmspaso
7Obecno§ droznych anastomoz zewnattz wewnqarzczaszkowych I Presriza I eventuals insyn d asospatia
8 Obecooc krdenia obocznego, stanowatCego potenejalne zagroenie dia obszardw , . Preseiraoe entualeinsorgenzadieoocraqia

niezmienimoych chorobowo podczas wykonywania za~begu emboizacji. . Prseniza di patologia ateromratosa acute
90ibecosod tgtnic koncowych prowadzcych bezpcrednio do neragw czaszkowych . Presnza di Mare di alimeritazio e irnneroCr alle ramificazioni drisolia da ci
10 Tetnice doprowadzajqce knew do zmniany naczyniowel/guza sa zbyt male, aby emergenjor

pozyjqd mikrostery Bead Block. ] Proraza di evirti anastoalosi o shutt extra iracratrLici
11 Obwodowy ero eraczyniowy tnic zaopatrujqcych unieoo1iwia predoslanie si 8 Presenza di pecorsi coIlaterali dei vasi che cVenitUalrmenoe pCes t,

mikrosfer do zmiany naczyniowjllguza corrnpromettere Ie re nio rai neomnil duianre I'eolxlizzaziorrce
12. NMe stosowed mikrosfer Bead Block w nastqpujqcych przypadkach: 9 Preniza di arterie terminali che porcano d ire rmeite ai tesvi cranoli.

Embolizacji przeciekdw tlficzo-;ylnych o duaej §rednicy (t] kiedy nastypuje 10 bPr.senza di artdi c dhealimontano la lesione rlon alrastaia grandi da
pominiecie ukiado naczyd wotoickarowych I knew przechodzi bezposrednio accociien le triiirotere Bead Block
teinicy do cyly). 11 Resistienza vascolare secondaria ails artrie di alimeiitaorn cte pres iloads

ii Placaego klad nicegasacio daelle microsfere Bead Block ila,11a lesiore 9
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12. Non1 LItarilzt In miRooseted bead Block per le, applicazioni Cem setgUno: Bead-Block-Mikroprel n cud itt eingen Crodfn eraldh Ann die Well dat
Lttabolizaoione di shunt artttovertesi LI diamnetto learg (cosia dove ii richt~ene Gordie der Bead-Black-Mikropartikeln iSt ZL5 afthttt diesa soil sith nath
Seanyte non stane i pert~ots atcetiarcapIllarlen ma posso ditettamtere tier ARc det vorliecenden Pathologiet richten (z. B. Zielogedle. Gefabgrorha) aid

Uatlue ta Itsi vievne). ceeigiwat seirt dour gewdttschte kijnisthe I el zo aettreittt
ii. Vercoltzzzw~trt polrttwviti e artetisr * Be der Embolisatimi artaenvanowc Ferhdibnidug e in s, saecIrtikelgtond an
'i. (i ni vstscolar Izzaziont at itt oi Iraio dali Agente Emolxli/Uante Bead Blwsk wadhien. waithe den Nidus obliterk, jedrt do i e AVM nicht passicurn kann.

pottebbe plaassat direttarvtntDu nIl'atieria rarodal irttatre U 'lei vast stairras Die, gawahlta Waite des Adgabaeltatr hiat si nh ac~h den Lielq etalulrrtem /LI
ceancati ticuttn. Bead-Bl0ck-Mik~ropatkl n konnen eine zeitwei se Komnprniirunga sort

20% his 30%, duldert, was dI e Passage danrch den Katfeter erlaicttart.
ATIEFNZIONE: Studi harnno diniostrato che le microisfere Bead Block non *Dec Ab~gbakostheter sis in gas Zirtgmoi emtspreclrend dell Startdatditectirarrt
fbnnrano aggregati e, di conseguenza penetrable nel sisteda, vasicolare eriturznthran. Die Kathetersiz ist mog~ids c:Riahe an die Bribandltrgsstelle 71
pita in part~ial delle particelle di acatato, di polivinile (PVA) della Wdhen, UR) unbealbsichutigot Embolisieruntg notmice (Is~ G iniu soermreidaei
stsal grandezza. Occorre scoglie attentarnente tin Agente [lie Bead *Block-Milkropartkeln sind nI chta stohindcti Des wird eatptolet de
Ernbolizzante Bead Block p~i grande quando si emnbolizzanio le Etobolsatqior flneruskoupisch, mittels Laige tl tie cluignetentilMng von
malformazioni arteroveneose con shunt piO Ilah per impedire I Kontrostmittel Aff phyioilogisten Snspenlstorsfllssigketcent nh erwvacten.
passaglo dolle microsifere Della circolazione polmonare o coronarica. *Beod-Block-Mieroparikeln PinupItn

11 colore delle rnkrosifere Bond Block potrebbe essere visibile attraverso Aus der orgerfulften Spritze:
la pello so iniettate nelle arterie chte alimnentano i tessutti superficiali. i .5 ml Mantrastmittel direkt: it dlie Sprttze asyttate trIm eite atmeiiht 50 % iea

Mischurg mit dar physiologisthen Kochsolzlosnng mu dticettn. Die [nrt acts
AVVERTENZE: der Spritze cnnternen. Urn eine gleichmalitg vertailte Suspertsiort ties Bead-

*Non t IntItzare 5k asrn, tic nlactue LIt I crnfeoione sumnhirtti dvi mrtgq]att BDIDck-Mikroparfni keiktrrnittel-qarnischisi AL erheiten. ist die Srtal elniga
*Prodottit stettlts tttttitl.s Non triLstihIte. Male scuff urnzukippen. Die 20 nti Spritze nDit aiiten dec LiterAttsiite, des
*, Seitszinne lem ni~oslrt Bead Block in rnodo the Ia grirndene Ii li IfI, lil Ii, siaro Doreiwdegehares werbindet.Flls etllitasuht. kant arit Kathedateen den)

adequatea ela patit , dv trattare. verbiciterndert Hahnausgang sallhag warden. Itigde Mitlten lartd wUntiot
L Lembolizazaaortc vol 1 microstate Bead Block duerete eovers effettuata soLatiue his die Bead-Black-Mkikroeattken fishting suspendiart kitnd Deun Bead-B lock-
da nediic t(le vthtlno r cevine~ one pteptacta7itltt vdarsIreata aIj tcereiti dit M ikvopartikehlKontrastmittelgermsch tanysa and vorsithig itt die
ccduniorte ittila rrrtstne. da emhicoiiuara ruir njetispritop aspirifean, urn Luft-beimeoun At verrrtiedtn. A letas [ et~t

darn System vol der inizierung entfarnen. [itt Bead-Block-Mikroportikeip/
AWERTENZA: Konrlstmmimitel-icung durch langsame. pukkittrne arouhnd untet fluectaskopsivdn
La Ilo e federale USA limtita Ia vendita di questo dispositivo ai soli SOILh aus~ do, Spritze irjizi tell tltd die Kortraavstrdmctng blobathten. Weran
medici o su loni ordine. kein EWrakt ant Ifdie Stromnungsgesctwindgrtl anftrict den injktionsvorgaing

ito Ztlsaitzichef Bead-Block-Mlikropartikelket rKtrastmiittailOsnng ait alerhioln
EVENTUALI COMPLICA OIONI: sedet Boad-Bleck-Milkreportiklmn ttit Relnt groldeteur DtLtcmaset wahert.

Ottlnfssinttdestdarato o passaggil drti ettictoas)tr Bead block nie larari Falls die, Bead-Blwck-Mikroportilkoll Karmtroslaitta l iesnyte Resllspecrtdiunrt
tDI malt tdace l ta lesioar betsagi lo o anroverso ia lesione in alrte arri baedar, DIst die 20 ml Spritze einige Mae Ssoftl Lmatzt.kippen. Dct Endptlnkt der
o letti artariesie pucI Partria carotide interno, la tirtolaor polttottale o Embolisation sell kornrvamtiv brar-teIt wardeut
cormonaco. Aus demn Flaschchen

2.L110 F 7rtbolzsintI poemRenate. tt Nach SchutlePLI des Flaschchens mit denl Bead-Block-Mikropartikein tiese tilit
3. istltoti it Ilt Punto torto arispicattl. IIitterr korttraitmitnaLI diekt im Fiischchens ecier in tnrinar Matal- bmw

4 Stral ionieilo,~0Utt capiacdnt tel ari1:SSItaitt rosetriem orn A h raliter vatdrclnner Es cotssdt tcalcli qeanichl werdett cilas
t smacco attmpt co LIertagia, Okorrrnrs.nicera Sistersnv der Mtlkro-ttkawn DiBra ealunstnd

6. ottRaI cit LUt Cw 0 IttltIny ittsione ti nrratkmm t valrrend do, lrtjektnn re lieictrmdi3ige Pactikalvarailvrrg ZL
3. Lttranm ne.L.toloyite cortpresa a ir pools tdelD cratraniali gwawhrairimtn DIa Bead Block Mtkroportike It in e.lne Sprites rittels idtcnr
B. Votsasmo . lttnaktiorrsnadel zu mtdeats der Graeo 1 9-gauge. (1.07 true Liehen Din, Bercn
9. Deceive. Block-Mikouporbtketrt alara tn dert Kathder notat lutflneo k nopic Slcht
10. Ricartalizzozione. IttJIZasoin IUid dte Kontrvststro rrntg ttecuachactn. Wrart keLIn Etfakt at f die,
it. Reazioni a corpi LI ttne he rttyassitatlo Linervento medico. Stonrarutgsgechrlrntkt aufttt Bead-Block Mikronartike in mit elnenl
12. ntezionoethe ntessitrr firrtetveetto tutico.dol Drhose aletui e ritooogn iror e

13 Le, mal ri W~gU i a a pi rte drt cateter con No ssequetri EndporarktrdornEmcur ltsdttonbosilltkonsarksntirv betvrtteiltIw nten.

CONSERVAZIONE E MAGAZZINAGGIO: NWILL lxsetdetar Beteindlung delI Katheter Ltnter Anonbung satmein Sogs
*Le mntrmtefe Bead Bitock Ilevono eAssaets conskesate Dtelial certtezionte stodrigitt cettarnan LIM d ie noch imartuittt Lulmen entheialnen d Ba-Block-Mikropaq tislrl
uLoge fisrec astultttco ad 0 rtparo dalla Ince nirch trel zn geabtt.
Li tIlizzoro rnoa Ia data tndret soil eitirhacta delia siringa, a de fistonre Niche varwedetet efface Bead-Block-Mikrepartikeltt in de, sogetiitor Sitttenp ze

*Evttare vi conelarentto bese k laschchen instsaron

ISTRUZIONI PER L'USO: PACKUNGSETIKETTl:
*Vaintuati atta ntaieaue Ii Dretnt vutstii...it assotato adslloleine LitItilzzindo U00 RE Kotoiug-Nttmmer Achtunn
Ola nmont dci' imtacti t.t. vI dta risei ,iziitte p tittt d itti ziart insuredlrtstend dli LJ \ GebrautilsattwehIscng
emoiimzzamtnl-

*La ml toss teBetia Bl0(k ntoraiso nigolbii in caoltodn dirattdeza OCCOtl t htgetaectt-rq L:1I a tte ttr

adact a ile pat ogit (tied berlglo saascolaro/grandezzo del vaso) pet ptodutre vI•> -Niche winder li
L les thricco desiderata. /u grratendeni
peBr amelisamoe InmlteunaI ZIONi aret(ovetteoc sidegiere unn grandem dit
parvi rela tn qtado di octltter I nitl soenzca passata Iitttaverso Ia tr oraltmzot
ali Loe nvrord

1 0 3 5
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die Bead BlrNk M-kkopardteln aLtIzneBre ene · Srgl Piere ILI catetere di SmTIniist ra igelo in base a la grandezze dBl vae

I1 Vaskuearer Wider staerl peripr zu doe versoqderader Arieen, weclher das bersaglio. Le aicrostre Bead Block pasler sollerare I ilaC compressionte

Galan er Bct lead Block Mikropartikeln 7ur Lasi4ni vieiinder temporanre da 20% a 30% per facilitarne ii passaggio attraverso ii caterere di
12F ur [oIlride AppliKatiornal urfrni Bead Block Paitikehtoldnist verweridel sommnistraione.

werde:n * irtrodure il catetore di somministraciorle icl vase bersaglio secormo ie teaniche

j. Lmboiatior arreiovenoser Shunts con grBemr Deurchmese (d. is wren standard Pbsizionare la punta dcl catetei quanto piu vicino possibile alla

das Blat Lisht den Ubessang Arterie Kepill8rbett Verm passi rt, sonderr posiziofie di trastamento pea itperdire losssie inveolotarai di vad Noeiiali
direkt con der Arteic in die Pene [iepI}: Le microsiere Bead Block non sono radio macheo Si faccomanda di deOita

ii Bri pulrrorlalen arteriellen GefaBen: I embolizzazionfl con ciseeridzaziore fluoroscepica aqgiiuirendo a quanta

Biiejoder At der Blurversorqung we (lie Anwerdug Vorn Bead Block desiderata di mezzo di entrasto alla slcizione fisioloqici di roEelelnNIeP
mhmolimtiorrsroTitel den direktel Linttrits if die Arneria carotls interta bzw· [er sommircitIrare le initicr re Bead Block:

in dii' ide, I eraaahrileri Gelatsn Leandwrrkr kantn Siiringa pre-riempita:

WARNHINWEISE: Studien haben bewiesen, dass Bead-Block- o Asprare direttarte 5 LI LI mezzo di crtrasto cela I iII tooee da
Caere nae ariscela di circa 50% mezzo di C ortrasro e circa 50% selczioiie

Mikropartikeln keine Aggregate bilden und daher tiefer in die alire.LRimuocrea eiec[ara della s i ro r in mod ornter
cal rio Rimuover tune I'ada dalla siringa PILL sosperdere in mosde liomeorene

Vaskulatur als vergleichbare PVA-Partikeln preterieren. Man beachte, icrmicre Bead Blok e he toleione dl mezzo dI sortrasto, cap re
class Bead-Block-Embolisatioflrnnittel grdBeren Durchmessers zu w~hlen delicalamene eerie voie Id sitia da 20 ml Col i sirinad dii 20 tI

ist, wenn es darum geht, arteriovenCse Fehlbildunigen mit gmiBen antacco laer-ork del rn I Chiesr a tr Se opprtcro poFsncele
Shunts zu embolisieren, urn das Gelangen der Mikropartikeln in den collegate on catetrer di omrnir'iscraeione alI altaro riracerm del rubirneo

pulmonalen bzw. koronaren Kreislauf zu verme di hsie Aspettorlalceti crinilt per permnttieL el tIcostere Beed Block

Die Farbe der Bead-Blcck-MikrldpartikelIn kanrn durch die Haut sichtbar di ctere sompleamente in sonsione Aspirare entarerte c dehicetemenre

.in falls sie in Arterien, weiche oberfichlich gelegene Gewebe a tolo-zioie i icrtfei Bead Blockcontratto coli siria LI iiaone per
Verriarwger, injiiert wuminimizeare I evecteale introdeziore di edt oel sisttme Eliminare tutta Iaria

dal sisteme vima dell'iniczime. Iniettare la scouziote di microsiere Bead

VORSICHT:. Block/coctcesto della stringa di iieziorle coil azione pllstile lanta 'Ina pr(
visualizzanido ai tlsucosoopio e osservando il tempo di sortrinesto del mezzo

*Nirh chi merxseIid went Spride, FLa sdrcs ps iddrer lssckiing bewchadiqi A, sc It wihint. di conotrasto Se nor' si osterve alccn efetoto tsl tempo di dscrrnrento ripaterte
* Steri[es F ir trialprodcsot. N itors ILir viadic-cewi nting processo di somminissrazione onl cIteriodi iriezioni di soluziorne di
) 1D Groupe uiid M Lor der Bead-Bare-Mikroparlrt rCLI asir der cI, behetarrdndw nmicrosuere Bead Bloo.konlrasto oppure prendtue ip i nd siderazione I Ltiliz70
Patboloqic weihlitri di microsfore Bead Block pie grarJid Se la solJzioe di micosfsee Beas
*Dihe Ltmoboiisaiton turnirtec Bead-Block-MikropaRtikelri ai ;,uccchiiehllich ~Asui mit Blockdcorltasto richieme tin citeriore sospersiione capooglgeec delictatmolnie
amer nentsprerhcrddan Arichiiiinq in inccsic dsr Ckkution der hnrrefitendec cII Vdee voilte la sianga da 20 ml Esercitate molt ceitela nel determinare ii
ensoiimeirt directd Reqiort crbsha ltr IpLnto estremo di embolizzazione

VORSICHT: Flacone:
Der Verkauf dieses Produktes ist nach dem I~deralen Gesetz der o Dope aver agitate la borcstta ontedrente le miscosiere Bead Block dilune le

USA nur an Arzte bmw. laut arztlicher Vemrdnung zugelassen. mticrosfere Bead Block oil I iliezzo di contreasto in line coppeLt di
mentllo/al ciaio inossidabile opprire direttamente nella sirinqa Assicsrarci ite

POTENZIELLE KOMPLIKATIONEN: vi sia nae Itior' sospensione delle particetle ri rriezzo di contrasto per

1I Unerwiiivancter ReI ciorailer Lisrdirt dci Bead Block PireIkcLn itt ntmtaalc. de, Loci are la d stmigliotare I a distrib neane iniezion. Aspirare le
angez elte Prentachurd Gelatin~al Loss die Lesion in jidermicroslere Bead Block in en ago di tidunga salibr >1 (1 07 crm). niettare

AuntrzineOterdidi esonetter es , el After a CJI~t~c inaterOder Pialllertamentere le microtfere Bead Block nel catetere di sotmministazione
Areriend koderArterleitbeccari, wie eteta Arseria octetvisuas-slizzedo al Ilnooscopio e osserverrdo il tempo di scorrinrentzo del trezzo

di contasto. Se lon si eoserve alccn effetto IlI tempo s[ sorrmento scc:gliere
2 ['clolitasle E ntlxilisetoio: pertiMincel piLi giandi e ridptero il processo di sorrirstrazicire Esecritate

3 oeritain (i art i irii'rwtinuchttcri Stelen: tmolta setea ri delteir iiar e i puntoesntremo di dmbrlizzazioerc
Ke llarbtteit irjaung und Gewebsschaden;

, hafirtlscher GeiirCia Bcte odor Myokardinfarkt pia volta cornpletato il trastarmento ri muoere i catedereI nitaitlBiindo tempro
£ cefi ee onei is esiiisrcipter Lot Huimrorraqie Lni litte aspirazione in modo (d 'on rtacalare ie microclore Eead Block sit vplo
I Niea oloqisnic' AccsLueII , oinsci ii lei~lcli ch iritnerver ipaniora nol lrem del catescre

B Vacospasmiic e microstrte Bead Block iLrtiliazata rimanerii heidlea siiqdao ctl lasto pre
9. Liitiis, inripite epto mpo ro scartatLe

10.Restnarict srng, .ETICHEIA DELLA CONFEZIONE:
11I Fremdktrperreaktionein die eine arztlisle Irntervention erfordernr
12. irlktionev (di tne irzalicte Irtwvition erfordFen
13. frombcsdildLing an deo Katietemspise rridt rachfolqerid( t Abliesun R EF L Ncimero di cataloqo - n cedi lcrIizitn

[ler Ills()

KONSERVIERUNG UND AUFBEWAHRUNG: W 'ontero d Loao Stedii7zato a vapor{

* Bead Block Mikrppartikdn rnussel aCr eltirlt kubler end u tLrkerton Platz in N ero di Lo t
OriginalverpaCkeng 'im erickeln a, iitmahirt merdert Fa Non MltetiI izza re

F Nicit nach dem an de, Spriz bzW ant Flelshchen anreggebenen Verfalsdauim
g¢b)rauclh

· Nihc co inftoee

GEBRAUCHSANWEISUNG:
Da* rs trnit Cla sicacor en Limmenhangertd Gelalnetz muss vor Beginn drs
Emnolicatinttverfahleis d rrh dSaslelere Radiograpiie rmlit isoher ALFadstrig
3 IIIsi iiltrlersLiCill werdcn
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Injectiellmoin Flaschchen~~~~~~~~deo Fachh~so fromneizvt~Pairser etirt.Nch ~ev
G i tijDicATieS:ace va sro ls'r asier h. NiTit IOerweridee atre ltc' eerfs'
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crsteriliserrccn Wikr nievhenlscip ad's e rvso ateree sald v arcj kinskreie pear'sir kcIISCH ANE NDUNGE
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Los rilcrorils BOdl d ec Bloctak sorit drest ados . I ('rlbicisiriol dirs acurient sttrm G0o1t antrioon~aw mssdannelser (AVMI Upl

hyelviorac I iec l'Atsids aatllcatlor tIRS arorinovatinu se IMAVI.
KLINISKE ANVENDELSEsomRADER:

APPLICATIONS CLINIQUES: D ie i g ieao c rfaem iunattoloe
La [litterature scietitiquc foul nit uric doclcamanitatrl consdisdoablo massloerrlefi 501 ou mbol serlngsprocam adtlrl vad arovlndelsa at et sacrb udoal kuinstlqomi Ocr1
hea procedures dt eInbolisaition utIliSarm tilr vasto pankel dSame;t artiticiels% derns les bode.R notrolryike Up pariner, vaskuaimro systorme inkilusiwv [cact I ike sygrod,
systenles neuroltoacitlaes Ct valsculaires pdriphoriqces, liotafllntlolla lete. Ic CoO. Ia boaiieoc imdrrmc-0 erlytrlt 011 910c.Dco
colnonei vortaabrlo eIC foist Iapparci gdnrlit o-Ir ilaro, I LUtrtrs 1 systemo. gastro- sletver trinprassointai ilod a ttl radigod snrotfo~l foimilr adis LrnqsrnDmrnor.

irrestirna UaS rllsIbloeo e1 los bourrloils Line bib logaererpi roprsensctotiolld f1Stenr tteeirp~wntibb~jah llhe~oiflpdi~blOsiv~~g

ap les ImnldI tI et'r p1LI KONTRAINDIKATIONER:

CONTRE-INDICATIONS: I . Patleriter Woll sr coeprtoso-mmo ooorfor okklclsionsprocurl.

1 Paoieurs ne, silpptimalt pas Ill procoicire d OCtLuSiOsv 2.Vaskulaer aratom oiller bludcilkulatil doer Ide llkr andibi uelso of katoter

2. Anatorrlie oa~iclirre doilLI tiastItfIqill excll ant Ia rri err place. dI n catlat Our0 dinnrlwui ki~ll
00l forLet iraction eidcaboisquo.: I. listedeiearelsen at. oile m torli intr-axelso at, caospsrs

3. Pltsenceol 0 dtrbst parobabic do saosva sra c 4. Iistedeocareisen o ler amil q ndroddrel ols nat, tadirgor

.1 presenc or 01.dibuc probabkle oltull~laenon. 5. tsteuioosoolscn at en alvoorli aterocaatos syqdorn.
5. Prrsoul rer 00 l elaaite orillteofllrtimU s~ant e. 6. cltesde at, at do, tIstmrecmersde pulsarer e0 lirr errdo Lonardtera

6. Prdeciate dt titlarst rloulcipmrls ado( dienurio inbericlter 000 biortiche dislac tqolgninkyc hvorfra do olo~
00rst cues itinerantt. 7. I iolakiadaerolcan at dbne ekstra-t i-rtrokleuiielIS anastoriross oiler shtarts

7. presenoe d'aorl Yaoltoe oU doe 5(1111 cotta- ou intracrarileris raruniteses 8. ltsearle at do paral lole blodkors direkee qcltlcarlsrlnll irq fLea

8. Presence dos 0010s coitatdrales tollatelaux do vaisseau suaceptib U les docuti Cars udsaketto no rrrrlc otirade, for tare undor eRIbolisoiFng.

compromiestre des oamcs nornialos lots de ecabolisation. .- 9. tilstdctoamrelse at endepulstrier, der diroktit odor tl Clarlirsoleca
9. Prosorice d acauers finales menant directonirit our norts crailns tO. 0 I sltedevomrclse at PLI sitor, dcla firmsynel iitl larsion Gorlr ik~k or ator neC k i at
10.Presence it a111111s alilrdarfltt flt I I tliill arlslfsaccent alrijo poLr -accopter - acceptedr Road Blok caikroksllor.

30 lous r ail rse Btacd Block. I~ 1 Vasoksller lllndstard, porifelfor f01tednde [p11410, 1111 'olfrdi nrtrs indenrattngr 1 5

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

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



Elf Bead Block rl ikrokaugler j laesiorn resaltadcs cinicos desejades.
12. Bead B ock m krokqIcier ma ikke aevendes til tol(letlal applikatioier: Ao ombolizar drfermaes ace r albi ventsas. elocedoar panicalas de arm tarsaullni quo

i E mbolh mait id af smtie ao acrlager arcotoiovecrso sturist If Aes hotr blodet blqaiheo aetie tio sara p1os5 )ana deftmmcao artertioe onsa

ikk passeri geernil atetrioIkapilld'r/ verl overgqa rf ieri direkte frto k eeccoonarr am caterer de adrrinistrapae a hasse do taranhl dad ase alobecisade As
pu lsren BI vena) mi eroc stras Bead Blcck Lateram urn viel de cualprossa tl rorarta de 20 a 30% ac

ii Det pulmfolalt arerille vakulasour passaram pl taetere de adrinisteacao
ii. IEvensteuel Varieldtut. hvoo briuqer af Bead Black Emldoliuk titioldel ken hltodazir a caroler de admitisterato no vase a quae se destina em ercnformidade kon as

passere dtekte lnd de interim hoasptlsderel. v cio ovuntor beskceve nt iocs nermeat P~ otonar a poata do cateter a melt praciko possuel do local do
blexikar namanentn, pora suitar bilquoat inadvorcidamente os sat norma

As micrtcsfroas Bead Block riad set ad fiopaca, goemenda se a mosnttotzacas da

ADVARSEL Undersogelser har vist, at Bead Block mikrokugler ikke emboriaa sot l s vialmaecao lluorescopiced aoraves da adi as da qoaipudadt deseda de
danner aggregatec hvilket resulterer i, at de tranger dybere lid i tint tnolo de contrste ao flaeds sroldqgco em suspensta
vaskulaturen sammenlignet medi PVA-partikler af lignende stonrelse. Ptar aittnihrtirv as miornersfoeras BRad Bld<:
Der skal noje vaelges en storre stFarlse af Bead Block Embolisk middel SeIraga pecheiar
ved embolisering af arteriovenose misdannelser med store shunts, for cAspirer directarneato 5 ml do liquids de cmuefste peril a seriegs cia fotmat a eblbb
at hindre mikrokuglete i at passere ind i det peelsonale eller koronare addoomadee 50% tr qtide do conbaste 50% do siuro do ntos nq,
kredslobo Ra~nfaverrra o oa r conedo na s edringa lrroedter cuidrefidmoarent a seriqa doe. agl

Bead Block mnkrokuglenes farve skal vaere synlig gennemn Benl huis oarias oozes do fora a scispedden Litsifsrmrosol as aictelets BRad Black a i
de sprejtes ind i pulsArer, son fuder overfladiske vwv. soLi8t de cottrasl. Fsailar a seringa de 20 ml nuta das aBertUros di f(ortic'i do

paleea doe 3 vias do Lip luat tack e caso se desijo oesicxar urn amoet des

FORSIGTIGHEDSREGLER distriidou red nutra Introdura do tomerra Agoardai alguas riutios a rT de prmritir
M* MA ik arn-oitrroes hots seojtlt tpi I I,,autaqlusel ofla ioutdolacalhueqo r Likgdtq. onit' as mtcroeafros Bead Block so stispendar deoidamente. Aspirr as mir onsferas
E LI ster ti frroiduktattl : Itrn( aitrr M da, ickyqirelarouges. RBead DBlock jutrnamonte ce a stnacue de cortrasee pard deotro d to stis de

Vovig dart passassla stuareluns eq of Bead Block tirejoc'ts do fotma rco a corn co idada a fim tie Linim ier ir posstbtdakide de
·Vari Le iien casserole sfcTels og rloctinse af Bead Block mikreokuger BI conal ...dint mikrskuqler itrodewr at no sisedauc Remover ledoe at do sistoma antes de dar a tnjeaoat
p acto~lor, tim skat hehttrrdlci' p Ijechar as dnroaealrs Bead leockrs ica, mente cumr a so lfelrai altanti

· mcshsef ing rneB Bead Block rmkenkale b~r Bu sn fgreafle afra latnh cndQede. ea ao Inusria hepgrs r sse har lsa,

msdodije puissiorale tiddalrrtelss n b vlxe okkltosior dtie omrade, dot skalomaloo sttpos.ed, le ,ode imelse onaea it cold o oil der contacts er s/a aa t ariedo is memo leapr, a tata de fitJXO de contraste Lass rano a crsaeer
rlr ehal ofeito ns eaxs te fluan, repetir o process de adilsirlsleacra trTtI tyt COccas

ADVARSEL dici mites do rirocstoras Bead Block a soluesn de catrat ttrer consldetar a
Fieederale (USA) Iovrgivninge begraenser 5dig af denne anroncifng l rcsd icraresRa lgc eIelm r eamsedadmislstrocos do iticroeslor-as Boad Block do tamoanhs mator So a mTistara do

aFterderlale sA) fovgivncinge begr~nsor saig at dne anordningiruirnlcesferas Bead Block e sosoluao de cgothaSt tv'er de set susposa de rlovt inverter
efter en laeges forskrifter ciaoaoroaprcre et i.etaad 6m.Eocrjia ttcI ~~~~~~cuidadclarmete, e per vanas vocre a seripga de 20 ml Exetrcer uin o ch ico e

MULIGE KOMPUIKATIONER: eapercia ordtmoo 5 pona d ematl i

I nskee ibtqermnir alel pass'ring at Bead Block mikokglolo ind Frasciampolar
IOr titaNe p]itIsrier i unndcelbar rarhed ef der laieo, dcl skal adles, I Depoait tar agod c o cal oi ts tiicaufintas Beol lack idlrt as
calher tenderri estri Ivasioree i aridiv petelasdre el ler aide tacudel ar o microdoleras Bead Block cmon c meou de coltribtsrl ou urama oasilha metthca on de aoi

coetoeiijpB dell ointerr( f hamiLsare pulmoodre ellit koronari kdesl o.Biddel uc damoo na seinqadeeo dado do also qi tr a s
2B 11 Incooe entliso trg attrpriata das partecalas no meio de cnieamesit a firs thu anorntao nalblsIdaicoa
3 ift 1 lstralklkliq h olalo l t i rkelocior pa et Di tarskyr sted. tmnioroil upeoame s d daroois a jec Asspirt as micler Bet Block pard

4 Gnertrnrei En f at kopIII ueaotlag vaevokude dentr Ite urma anitiha de selnga de tamanha igaal a atin melt)r to u thrn calibe B
5 lskurrtlisk gagslatfad Id oiler iskaeiorrsk mrofarkts (tI07 sm). Itjetat r le rntailte as microsfaras Bead B Bod no cateole do disdri uiu,

6 Bimeat lei isimsspraertojtrig og bladring em condirtes de viaclidaoe Itnao1u dpical so resmco tmpo qcI I,: observa a tsaa
7 Ni itroliidisk ai oroeplot tr latutue kranietrstse- lasrurtelse. do laov do catrast.do Case si so oba ti nosnrue t do Ia La t to ue se.econar

B ltstatn tinta pIalaa de tamairho rairr rr a repento prmcssos de nadrclllishrsca eneror juao
9 Octdsfalif dunce ae expeniacia all dotclmintar o patne dtal de mnhL zietoa

10 rnkaoo senorriqg hls yve, ccUltuLidc al tratbmtnto, remover cetoroner i msmo tonrp c portsa mantlies
11 Kroppens cs enktier n lod mernrredlageme.f dte krvur mediicirisk iidgibtn ti. /t love soech. a tir de nho dasalejar as icrlrO sFmts Bead Block qoe se arlcoreo
12 2 toektorer B et derevr medicirrsk ndgribr atdo at do lamen do edoetac
13 Da3rElse af koagler ved katetrets spids der kan resuilt sr i ut de( flymror san Deita, Ioa tLdas as micreesferas Bead Bock quo tonha m sido aBerl as ism as nIo atili/adurs

e quo se errornlerm na screnca pre eheta ou no fraser armosa.
OPBEVARING:

· Btd Block I kkrkl'rbur [t otpop et s pa sun tokc NanIog 0morks sted o] i dat ETIQUETA DA EMBALAGEM:

oprirddk' mlur!?MNICina
* Bar ari inc or red to dcr tr utlvqat ps sproltertshrrntUeqLla-ssrs irket. Namro (Io cetalogo A cocroprnurdouliqev tttelonillerrciq. ~RE F Nmrdoatig /*\ Atensi,o conutar ait~ ss

BRUGSANVISNING: N tierro do l r ster I a vapor

W erieli eI.lxlsdrnrirsprocedottea bag3ralo e i der vaskoletre etwevork deot a.so InIliar Pd o dK,
for benden med ILsiotretr, hraje evaluears: dette erars vod hjanlp af
hoppr lotsr noqsbtilonde'r,

* Beld Block rtrrkrojttglls ksrt lis i aore tt stFentrlse. Den passeride staoreolsa at
Bead Bla k InriKrrkuiglutr skrl valges rjc og i Iberiholn d il hof a di r passact bedst tIl
pgeod qier 5 (ous dot vac'kutl his rnl/blodkearre o f I else) do air ier, linvte di
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I1 I I d v ,,e e[io~a -rescel a, peiditla as acrarras (le distr icand quee mirspcastileo icri dot clakkodo kelniske rosaltot.
a [pissager, de encmisrxsle Bead Blacsk pens cc laea. VWd erand israiie af add rveiotomt misdcananeosecalsee v prrs artihukslscorrelse corn

1 2Nac atrirac ml reesfears -iad Blerk 'las seguintos; arir caceas vii ukarkkc AritLden ar peassore ceuanem AVM
Frofitrzoaches do shuints arrerie memoices cmn didmejs teanduaites (er saja, Vuarig on fisrsyninqskatotor i forhold ti Ibledkarrets; sworlsr Beand Block
quondo a tongdee craG efecic, a trasiresicaorlalla crlpilNlvaaeaa raes pain irilkiokugker kens tolorr roidlortirdig sormrnenpremiang ph mallin- 20% ocq 30%
direstamensr da arreira pan a asra fro at kone.rare te paidoq qeeaenom ficrsyningskeatetat
Vie Ciiiarci a sor aca p aniemaes Ambling fsrsyrtiEqakateetroa i bledordirot cod hjrolp of standardimeicder Placer

ii- 2 airr il cisas aem tee a ai ers bU moi Bed (I Bock donre a priesibilirlde dir katietrts spids sA Lest andsin oreri ph dot red. der skol orheraPsdlie:Ctt or toe at
iracnirli i cla, draent oar a a arreira rairtida mimae err parc is ases acisr msiLage5 rUtisiget' okklusion at nermala bladder
haterS is Bead Block mikrokeglar or ikke ergenrqtecto. Dot Oiabetolesa at vrral~roisoiinalin

overvarys curder tkdeeoskopisk visissaoeinq coart cad at tilsoeatto den anakede

AVISO: Leans stuedo term demoristrador quo as mincoesfoeras Bead Block nan matrngle knot droemidl cit don syi elcgirske ariapenctorevca-ske
forninam a~oados e que, comelo reeajltado, penetram rvws vasos sanguinoos a urn *Sodon cilseacctes Bead Block raikskuaqlo
nivel mail prolundo do quo o do partloulas do PJA de toomartho e em cordi6e Forfylddt sprejite:
sernolhantos. flovose t o a cidado do seleccica" urn agerte rnmtdlko Bead 0Opine 5 rail at kolitioatiniclet direkte oadcc i sprajnren tor at uponr iii' blending pC
Block do taimartho maim an embolizar deforarragres artaidoveneosas com ne'r tknrsnde gc 0 a kesnsiloigsi tlf r

granes sords, afim de evitar peoxiet a passagern dass miciroosferas para a spcc. 50 r at koniastameid do Bopca. m50/ckat salndaoloaiiirom. Fjrrl l efIri
cinculacoparno~moar we conarraria. occra snmoes 20 ml sporiojen forasgeiqBetap cj iierl edskillI je Barne. tatoa

A ex, das Mmi-esra Bead mlock pnolle soe vislvel atravls da pele caso as 20 ml sprojion tIl an port PA doier-lock 3 veja stoplatrerrer ucl de ano sercs keci
mescelas seJam iriechadas em arorias do distribukao dos tecidus supsrficiaise fci eesyninqakmatete tBtogges pa stolpanecis stidae redgareg. Veise adsikg

rmiruntta for at lade Bead Block Meikkaqro nourgi ise Srperade fsrscvriligjt tiark

CUIDADOS: fersili eq la nto sgrcne Bead Block ikoricloktatvlci irg nrid i
*Nao etie race a toarinia. i tinser r-aapsla to a sen royalarr parotencar sier ajare icisdn itionsralossporojion Cotto or for at begrarnec mulligheden for at dCm creasger laft
*Prodi irusitirl e lprerrir pare ama oric r rca triloa~ Nas reeRItoia' lied systromedt.Fern at left fra rstecmec (meni irrjedkcienar se lcmi Bead Block
*Selo crr~ iar o icriran a a Lirancidrida dii smlccsris Bead B ees pneprnrs pain a mikrokaaalerne/korlrrasteplosiuingen fro iriejotionsspeartn ran~or! f Luoroskopick

paliclriltra qear ease car tier cite s~~~~~~~~~~Eisoelisoring og madt an loriganaoro pu hemser viende e acql samcidiqn mod at

*A embehiseac,/ cum Mricrsferas Bean B one apirnas dose sefo trsesame per rmedices Bee smrerscpmnkinhstgi ne srcaerpirarqaati ranrtae o forces. ligtdosesrnae

pretene erihetider y esfmlsnm~dcss ouesargasd eEderlejere injektiorear'o Bead Block nrikrokaugmloekroerastoplosning. Burogan at
pretence err hot Ex ~~~~~~~~~~~~~~~~~~Bead Blocks mikriokge of en star shirraso kEan oerseersHate. ~s dot or

AVISO: naeovrrdigt tied omnsusporscarsi of Read Black eiik-rokuglmrllcontr ast-o liearr
Alogislapea, feudeal doe, EVA estabeleco que este disposlivo aperhas podeesf cad 20 gerl sportn atogn a dblskiigers sRacepBagrariki.lg u

sor venadido modiarme receita medica. onu adffgrleEdmioirnanshmta
Haerteglasset:

COMUPLICAQOES POTENICIAIS: ci Efoter at race ryetot lesosk weer in d enodoed Head Blrack ni krokvcqler foisrtnedos

I R-I Ive cciO pasr Lemm rndlijruean du e ecv ilanirs Bead Bleck priaarc canarieas Bead Block ml kirskaglorrr roext korrtrastrnidlact e arth kale ciio a genes i anl

ri (ma rs adtacontm a lirsacm etie aiaaa ca tse, d ercarestd crave da tcar, [a. re crirris mie-al- oIler waerusifi lkop. alter direkoc a projeni Dot cleal sckanes at partiklrman
antesa as loin s ctearoes tars ioririr as cireacasces Ca attue caroomidae hlatonie auscprrderos fersvorligi karstrastmiodlet for at forstarnke poranrktcrnec fordehrrre
pmene Pro co cerorimai. ardor injektica. Suoy Bead Block cikrkcaugloero rid i eli karryli- iliad oa

2 Fmhelrzeac pulatriear atuarresa Ca dr er sothre ernd oiler tiy mod 1 9 0 (1,07 minerr Spe-ant B-act Block
3 Iquirsma arm, vcai indcill-ve e-irikroksyl ones lanysornditd fcir ostynilnskototre under flsrocokepirsk
4 cir~d vsnaaatirrrirg searrcidig irrod, at sciosrnnin udglas-itheodor oibsorvres. Hvis

S Trrmhrcce sunmi ca0 sir 1 retae i54atil reir ctroroearirrcetgtee kko or pacirkot, are gos on re ad r-ic p rirkestatinrSPolede
PEptumera iesN dfir- rtEsesexscarguiqerriors hammingricas fansyrric ojspretcessien geritages.Get Islredi at almroirtalej curd fourdensf ad

7. Del yf scir 1ais ocos fire -inda peretisras dCm rw raise vicrrnes afqgorlhseol at ernrtaoisarnenn s sllrpunki.
0. respsmes vsrcs rLEs Nor thmorandlEager, PC tiunlebabrayt famerns ate-rs ot sacidig imad. at soigekwiefte-e
9 M-ate [cil-rehoeds: domte (Er far an errdgA an do Bead Block rlnikrskaiqler. iiri tirades trade
it iRi cariolreacess kaetsetts interim. dikk, folder uC.
it I eacccis a rcrpes eslrahru Ih e x jcrcram inrenveices reddItas. Bas ecic, iroLt Ohmup kkei arvnerdi- Bead Bloack miko kagrLIg or an domyldar
il 2 lreicrcs ajiji- rhreri inricsia ins medrias. spesfIm o~erft atiaglos
i'l [ a ir es cc ccl gi ins;ita ria peiAL d es ateiris o deslacrocesetsieqirirta itardiaes.

EMBALLRIN'GSETIKETl:
CO~NSERVAQAO E ARMAZENAMENWO:

*As, rnocric-slieos Bead lil okitd-anmrsarerner a ra rta s ar eatra fresco, cots o arachirde. amro RE F -Ketalooj mille-ninane signeqr
de Saci oerbaolaegm enqnal L A\ Se, rlrgsaisasninyir

* Iltizar denseodoeaz pieed sudarde lirdictdeire aPtrqcII do ceinaiferanrs-nracrpac.III Part ncmmee-r =Danrpsterrcosere

*Nec comea her

INSTRUICOES DE IJTILIzAqAo: Q& ~ k ehire iiit

*Avaliar Lirdadtsmeira a rdo seci orisciadear a uslaae. aMrlertrpain td at a tammaee
do imaetsona s noi n al inar ci prurredermrorii da emleadscaca. -

*As nmicrrcses Beaid Block oriceitram-sir dispmiosiain sriuc a~e do tmeriarirs. tar a
encardade do elloc oala as mi creusches Boa Block Coaanrerhon qua motherr cecacporsda
pauriciqia nctirs quso (c~ tojr i L teaxr crshes csxciiailtam anhe du, cases) as rune tase cc ha
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BTFBIII1 RERTAKAYTVOINFN FYROG3EFNITCIN pSTrRB NAG REUTILIZAVEL NAG PIROC6NJCG
Hriyrjnil iivilttiJlu Eslerilizado a vapor

Ei sea kaytteatjos pakkcaus el ole avaamaton ja ehija Nao utilizar case a ellbalagem tenha side adetae ou danificada

KUVAUS: DESCRI~AO:

Bead Blockc sisaltea sarjanr hydroqeetisia mikeopalloja, jotks oval lOohlve rlsopivia. Watd B[L~k eCOtea de eVil sarie de mirotederaas de hdrogel qua sao bicmornpativcels
hydrolfilmiaa cesorbortunvittomia ja larka';ti kalihaoittrja. Bead Block -miklop;Bllt Cnit h iidrollrcas, nee redeseroia~isi a calibradas cam pvttcl~ao. As mloices~eras Beard Block seo
nalaristetto polyvin~lialkoholis a, ja 'diad or1 saalavissa sourvavina Bokoina: fetas dv aleeol palivi1i1ico a etcncunam-se dksporriveio rilts egointes c.Iasses dv tamairdos

Koko Etiketin vari Tamarho Cur do eliqulta

100 300 pm Keltainen 100 -300 tm Amarela
300 -.500 p.m Sinialen 300- 500 pm Azul
500 700 ptm Punainon 500 -700 pm Vermelha

900 1200 pm Purppura 900 - 1200 pm Rosa

TUOTETIEDOT: APRESENTAV~AO:

I~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~I

Ruisku Setinga
* 20 nil ra isroku Stenga dc Ot ml
*P rliskui toinriti taan snerliiilla dileia orvovat llsb ja irrotactavalla I?/ak' .dulstalia - A vierinqa cricirrira so mrbalada tern tabaleiro dv Iwak .ecoeril, pre-n nlolado corr~tro

Jornk] eiki tin vanr osodcsa rLiaskia kOl{o1ti re ima pelicala amoalvel a ma~ccda [onr Lina [liqiJtti ]caj~a car andiori a class dv
* Joka/n Sriliiskin sisalnaB rrotrt 1 r MEOI 2 rrrl Bead Block -mikropalloia lamrranh o eBpelic

pyrogeenvEomassa 5ser ilissa pskncroisteat kvemOSctolalitoksssa Suolalivokoerl · da ser/!]a content aproimadsnten ml ou 2 raM l ds d roicreaseras Bead Block ai sore
ja Bead Block rSO ropallojaea y tteistitanuNs o tl ml iksinloqico nao pirogSrrio estaril, tamptmo.le voue tota dir ito oorm atitroleras

* Kukin riiskso carkoivattu vater yStretr podlaaN kayltoea. See Si Ioa steriloida Bead Block des ml.
uuttas ktoBa varten Hoarie ka,/ttrnatorn anse. · Cda strirga ddeS rrlan e a oer ucilizada torn am arioe denta. Ne o raestcrilizar E lico nirar

todaye , manartais noi Ctralizadoa

·10 rlrai lasin-rItio Frasco-ampola
KnirkirI pealie or rmiiriitiiviste jossa otr aillien sueos. · rtase oampoia de nidra de 10 ml.

* Jokatier, n tults sJ'-altad noin 1 ml nai 2 nil Bead Block -mikropalloja · REelha nedada camn irma tampa de altiminio C~ltJpada corn time rarrrpa tobitrida.
pycoqcsenittomdsr;dt star irlitso pttskueoidusso kainntetoslalietoksvssvi SLIotalirtokstr Cal Bradecrr-arsiapeilr [ orlrrl arropvroadatiaerrte 1 cr1 oa 2 ml dv micra tferae Head Blai
ja Bead Blk -nrikropallojern yhteistilamous on rittl. im torn fisoldgica not pirtydnito astariln tarapatado. wrltm otd ral Bets as

* Kokin 11o orl Octarkoiteeto vain yV7een potilaan kiyttrt. Silo ei va0 iti Jloilda rnicocsftras Read Blck dde Sm.
tilts kayttos var9en. H1vitdi kay mtdmO a riti · Cdad fresco-ampore dedtir -se a 10 ar uRilJzadoa a c rricu doBerle Naot reasLerlizar.

Descartl r tados malerias nae atilizado s

:~YTON INDIKAATIOT:
BEad Block mrrioktrSatlIei klyctaIrI ver tsuortikaseairaterlji artecio no ]Seeo iCn A go eup
rnalfB nr i rted eI tVMI airnl aanils AsrolittsfvcaeBeadBaockcsa oproprias poaoIermuatilldasraeinpbiacao d ettmores

hiperoascilare vse de/orma~ot atrlarto vennses (AVMtI.
:KLIINISfl SOVELLUKSET:

fteteelltisa jPlkaistuissa on ounsaasdi tietoja eclxnisa atiorlernseelmrst Sj oiesa AttICOqEBndLI CAS:
kaytethan monea eic k tercaineita seka netrologiseosa entt per fFeaciss A litrattra cocolifica fopCece nos uma docume /acvo extesrva aeLativa a, o pr o fedimenlos
ve riso u o najestaelmassa. vukain lekien pNam, selkarsnka .maksa . d arnbolizacao efealeados corn ajada dv rema grand tl ndae d agerilBs araliciois riot
ueqenitaolrer kartva, kdhtll gastl-oirntestinaalinec kerava raoa~t ia eilBiko. siatemas irrogica e ovcaslac peciNdrica. irltleirdSo a cabeol pescoca miscila cepinal.
Tamair kaBltohijrsvl Ilop toni or, videtktclallttesl ri~hotto'lo. fiqa ledo If rntri) cicnldco. alin.e stsetroltela qastio intestinal rnfelbcttt e pitmo. Simrii i~tc-ar

aestat Irlstrttciitss area tiihliiirjrafivaatrepri~ataive cl Ber tlalBcartiarrtacao.
KONTRINDIKAATlOT:
1 Ineolt'cansst rekklcctsiocoirnr.atpinvillk.dCoNUA.INDICA sies
2 VedtsUointatvomia tai etrconaoto, joka esta8 katatrin asettamison tot 1 Doeritet i;orn inlv1c~aaacia a procedimartoeno dv tdsaoao

I boluscon inljpsolrilSer. 2 Unto a natomia vascular Ca iLita Ssngciirre tal qite impossitilita a colocacco
3. Vasospasmi la onii t il s et o doski.rrtI ctlerlaC ua a iejv io de v balot
4 Voati i tri n Ie ntrB l cl ol. pip h A A pcaneta noe proeahilidada do aicrreca ide espksrror si tnlaor d.

kyr tikea stiraus, aosel ilarlerleki aileriocamia. 4. A presc e lt oe prohahilidade do oracrenia dv ocgie a eris.
6. Ahltlrter vtarta jotavat valticrot. joka ola pierherardl kiirn dictaalihaasat, t A prisea ddoncas atcmo UttCab onraes.

joista tri lahrt eadt. A [yeairirca de acteriat dv dts~ibaicao malt peqarenat det qaurat eas raiesancs clislait
7 Avostrlt It kstra intrakrrtaeliaatie tttiosverror~isit cai tenniB. des qavuamcenlgcasa
3 Finrlrrkkvirr kiLJy[!arsn v onal, jotka volveat vaarvnloo rormraolic aklars 1. A vsric!o~rg dv arrasomototo inLracranianos eor shatnts e'tidenties

vinbolissadton oikoran 8. A lirr{trr[ tlta [kraji:LO eit[ril atls dos eatok qac tirrls(taarr1Ul are ngrro perterralo
9 BPakvafimot jocka jotaeat seocaer elerrnoihirt . , pare as areas sitamalS divrcanlit a IbIlivca
10 Leesioon v emjoTrawwaltiaot jocksaieiodtolerciintucaurialBeadBlock s 11 A presona Badvent o ro patcridanamsqdeor/eanilta [ or iarn[ crdnirrol

mikcpol i staaaosrnioen 10 Apr e[r/ dv artri ite irriqamir Iveso marce peqanras par r r ericr

18 11 Altlal mopca ih talatovioae Caltinloidre peii ei Be ifee rir asketlaatrirreti resisteerssl - rricr avslvcos eal ackv27itroeas plo baB d d lok

KONTRAINDIKAW101 ~ ~ ~ ~ ~ ~ ~~~~~~~~~~~~~~~~~~~2
I nus erai Aaklisusiods cheap tol In CONTRA-INOICACUS:~~~~~~~~~~~~~~~~~~~~~'i
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ansandas in Att ridput ocklideraS Utan ott doe passerar igerorri AVM. joka raslant Bead Block atikropalklcjen paasyn leesinuc.
*VqIj t Ilforselkocatetr tried ugr rq~ piit i molkErifr II damefter Bead 3BIsk 1 2. Bead Block -einkeopatloja c!i can kayid senraaeissa sovellwasksismo
mn krostarer la er trIl rhIr sanmontrdsrkrrit pt 20 30 Prcscent vS alt passbage I.SUL r pipmistasstett AV-surttien (tcv., se c uije falrrrvoukopillaar i
qesrorri t hrellrvkatetern iiteLoan a colsasknimoreitin kautta, vinclscorolant vatinmosta laskirricaran) errrbolisaatio.c

*Introuederera tfIorflkatetertr IImdlkarlet red anvandt,'igq as veirerlaqerlreIknik. Inii.keuf dreosahi suorrisint
Plate kaceceirts sp'ts sn trara borrdienlrqosstahllet vont tfilim v alt e.)Amsiktq Voiasuceristo. jossa Bead Biocrk -emnholisaatomnte voi Paisl suoraan
ocklusion av noriormla Karl indstk s sattpaani kaulasal timior taj ylla areininturilier vetiationhjir.

*Bead Black mrikrovtarcir ar dint radrirpaka VI rekonnitendedar att etnri tliveitn
overvalkas ned roirtqenqctrotfllfmtl oprnotrd aft ingot til derokad added VAROUIJUS: Turtkimnuslen Mirkaan Bead Block -nmikropallot eivat
kroneratrivnrrelel till,5 rlyrs tsoloqiska csrrpenvioersvaskan. rinuodost aggregaattejaJotern ne tunkeutuvat syrvernmnlle

*Gtor La har for art ye. Bead Blrxk- Usrkrovdrer. veriseonistoon knuin mind samrinakokoviet IVA-parlikkelit. Suuria
sunteja sistAvie AV-tialformaoatioiden en-bolisaatiossa on valittava

Forhandsfll spruta suunikoloisenmpi Bead Block -emrbolisaatiotairoejotta minkropallot eivit
o Stug app, ttla krrrtraftnlrdael i prdran for att erpptr5 erl bHandlng njsaed d.rka p~aas kulkeutumaar keuhkojen tai sydlaren verenkieroon.

50 proceerlt koirttast oclh crka 50 prncemt satilotnitrig. Lornd sprLrt PA lUft
Vard den tosikt it Upp cir ner felor g5erige s5 att Bead Block-nrrsstiifarer Bead Block -rmikropallot r~kyisivat Indi lapijos nijta injisitaisiin
och kontrastmedlec fordelasjamint .AersUt 20 nit-sprcandatill enl as do valtinmoihinjotkajohtavat verta pintasuioniin.
ruerltsgorsedido polltirnoP pna egtlretjkanen. En t I if e drlk aneo Uart aitr 5
onvkas koppl as t il den Sctestondo ertgoen p3~ kratien. Vanta i ftera minUtesi vS HUO1MAUT IK f
ott rinkrosforesrria hinear fordela sig coldery gtDa sakta ocitn tdvkcnot in Bond *FEraa kailia. riikahi rirskir pullotar pakkaus c se kshja.
BcKlock-ndetare!r sirt korttravtmctelI iirsjektronvsprutan foraottmitiimera *Su-irlr kutkakyttirserrturile. li sar kaylaaeudo~atar.
riskensfora s ~teIftkommranrsin vyse,,tttst. om fvia astetet pSluftftOri, Voalve Ykitrrltlieaan patologarais spiecBeadIBlock -mkedpaltujen kokojoamSarr.
injktioner. ei cesa der blarndning as Bead Block mekikrsfator/konttastnedel Bead Block -rrknopllIoja stavat kayit embniglsaatdron v ainlkiirrt~jskn oval
scm [oirts i nekcttnssprutan underl rtxlengercmdlysnrrsg och teed lAnqgsm saarteet assormiukaists kyseisells eartbslisaatioailuela leliavara oncervectroraaist
pulseernree roelsoe o~i overvaka samrtidrqt korceastmnedlietv flddeshoastlyttet. okkluttsiotrr kcoskcvaso koulutriksot,
Om flodeshasciqheter irtse paverkas skoll tillforsettOitarandet upprepas med

5ltteriqare, nrektrsner as Bead Btock-mirtilrarer 5th kointraftseedel. alternatort HUOi t
skalI ctors minkrosfael Lnaids Oril lovu ce troad Bead Block-ntikrosfrt roat laitletta sa myyra vain Wallr tai laakarin miaarawsoss
scit kcortrarvtiree mis comfordelas sander dB torsrkcrqc upp oid ted p5 (USA)
20 rtll-sp rrtvi r dier a qaigr Anvradie losrcrhts kh ineproes aid estaser rieg IaI

emtalkringer desi sltcpttrrkt MAHDOLLISEr KONIPLIKAATIOT:.

Arnpull: 1.Bead Block -ntikromallcsjer ei-tociso reflLuks ol kulkeritrirjllro tedeivii
o Spto at Bead Block ninkrotaren medl kontrotmodel totter atr Ira skokat flaskan valtimoillin jotka oeat katsiecdaverl leeSion vi~eress, toi kslerto kauita al mrhLIr

me mi krssfiereria aittirgen drrktr sprurtan alel~r err kspp, as metalhostictt vacimohinr tar saltirnroalue inr esim. sisrmpdni kaulcvaaltfinalsr tari
stdl. Var ntjn red oat pairkiariro fsedolsj it korinrastrcmledh sS aut keuhksje to' sydomiers verenkrertoon.
spridnirgon asvnRikla'na forha~ttrasv art rjoktrorc~rr Ita inBaead Bock KetihKeosestuppa
trkrosrrri Ws p~trl5c ,sot 1rIkarelig trod stoek~i tr. I 3 fskoitria eo tolsouussa kohrdas
(1.07 rirrin . dijiroas lroirdiingcr as Bead Block mraitssfa~rs/konttsOtreede~ i 1, Kapillaari tacit alse saturratira krrdovsvrurot.
lssttrotskotsttirrn r rntter ranersqenqonsmlystrng iret renec o eqAm pa Iseratde cavkerreerrfrilal avaus tar rnarkst
reepsolve. sdtoervaka santttrdiqs flodershascsqfeter pt kontrascrrrdlet. Om 6 Verisuoneir tar leionirepoytyminenja veret~issirko
fltceesttiqghetetr lere Edserkas skalt storre, partrklar ans a cha sf 7 Neurologicalt frarict esrm oreohnermrs halsous.
cilfiorselfcrfaradt upprepas Arsord fosrktghrtipot nrrper ( s ead dosnrtrr av s Vasespastrtr
tot ernbrsliseringems vlutpsritktor 9. f Kirotta.

E, Psaxrt kotoiterr *orl UippratlsltM err Jite Ss qkraft sarnore(le Bead Bltick* tQ Rekdarraisaat io
Inrik'arsdrvt tomr frtfol td t fitterfns ikatetrirs lurtetr litre driver bort. i 1.LadIkuotsa santisa siuaaisiin kapaelei siii reaginormine

*Kasastra nasifttLe. ai opptreo earvanda Bead Blocknraikrmcifarer den i forsiq feylIda 12. iiakeltoitsa vsatisa infektic.
spritaUts pilot depqi ledr 11. rkoiert muodoteiminer katnetridErtkkeeir oilretittoeri Keasetr IIslirtiawn

pol ka ltain

FORPACKNINGSEIIKETT.HULOJAs:~rs

REF - Katalogratiturt~er - BS ISe, brcksanvsisrirqers Bend Blaka nplo t k scilytettad uvaa ELI v si itsv l paikassit a alidte

W -Baeicfnur mor Anyistoiiesad *Kaytettavt si meistoart ruiskair/pullon etikstiit iterittytit parvsnamo~rdn

l It jcait a UrAnvarso fore,* Li sit pakastcas

a ~~~~~~~~KAYTTOOHJE:
*Atricri ertrsn erttbsiaairotsinsnpitm refill aloittannists lessiota yritprtciva
verincrarcisto hiclollisesfi kaytae korkearesoLurtioistn kusaasta.

*Bead B icak -mikrcpclAdona Ot atavissa en kokisira. Valaiss h~ic0lklssi
eas inoldevaws patoloxjian (Os. vaskuloaairon kertine / suorten koko) pifr atifei

- rpiso ja loaluca n tuokoerl antas Bead Blosck -inknopatlojen koko.
*AV-malfonrraatioider ecalnlisaatisss soV saltm pattikkrtlkcrko. joka ctukkii

sidulksoir kttlkenrattt AVMn lapi.
* Vritse trsennsrtrkaserin kcondessucnerken rita Mkaonir Bead Bleak -sikrocpal lot
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kestBvrt tilapaistd 20-30 %ln komiveesio[la jotta lie kulkisivat delpommin 11 Kalmotstand pritert oam tillfrselartaremua sort forinT Idrar all Bead Block
asenniskaIrin lapi nlikioisfarer passetar till losionen.

* Vie asenirtu:katetr kohiesuonlr, sairaalan tavalliseT kaytirinon miikaanv Aseta 12 Anrand inte Bead Block mikrosfarer i foljando illampinqnar
katetrin karki mahdollisjirrlar1 yholle hortokolata, jotta terveet sieooet Plvat i Empolisering at atteriovenosa slcntar med star diameter dvs dor bltder
tukkeudu lahottomasti inoe passeoar genorn den arteriella/kapilldra/venosa OverAngen uman

* Bead Block mieropall ot evat lnmy rotgtenlapivalaisussa Erbolisaatiota on direlkt frin artar till ven.)
sulesito ltava tarkkalla rtooiqenlapivolaicsissa I sTomill hoUist araer iJ Lungartarloli desd forgreningar.
vaTjOal notta keittoSLiolaliuonksein. iii Nagon karistruktut dBa anvarldnirig dv Bead Block emrrolisk ago§n5s sKlle

* Vie Bead Block mikoopallot I aluttlerIeri koian, kBirioa rBa direkl it i den inBerea halspuls~dern eller ovan angiivn kaL

Esitaytetty nuiskun VARNING: Bet har i undersoklningar onstaterats att Bead Block-
o Aspirdi 5 ml varjoannetta suoraan ruiskurl jotit saadoan n % ikiaosfarer inte ar klu bildande, ch darigenom tranger djupare in%

varjooinotaja Ton 50 % kotoseoalaiiiost cisaLtava coos ictamPi Imrla ruskusta kkrsulitunjimffrt med andra PVA-pattiklar av sammma storlek. Det
Sokoita Bead Block nikropallot ja varoaine. [yvrn kaiearlaralla 20 mln P r viktigt at isktta fersiktighet cch vAlja en stmnm storlek av Bead
ruiskua varovrsti jlosala istri r[Ia kurtoja Ki ritiito 20 ml nT uisk-I) tover I~ier Block embolisk agens vid embolisering av arterioventa missbildningar
lock 3 tienanati cortlier to ifkinnia lialurttaoss asoneruskalotri Iismana toisern ed stora shuntar, for aft undvika att mikrosfarerna (rIAnger in i hjart.
pOetriin Otota usita minuutteja jetta Bead Blcrk mikeopallot sokoittuvat
Iyvrn Wedll Boad Block mikropallo 1aaroaineliuros itrjektioruiskuunit h]iti ja
v LroiaitJ joltajatBslteuuaan ci pase ilmraa. Poista irma kokonran Fargen pA Bead Block-mikrosfilrer kan synas genorm haden vid injektion
jaryeslelrasta ine irnrrJisoimista injoista Bead Block -mikropallo varjoaineliLos i artitrer wan forsbrjer ytliga vavnader.
injekeiorJiikeilsta rcwsgenolapivala sussa hirtaalla syka¥ kclttariseli liikkeella a
tarkkaile samalIa varjoaineeei vittausisopeutta los virtalmiopeucs el Tolldtt FORSIKTIGHETSATGARDER:
rstoa toimenpide irBoi mal a tJUsi Bead Block mKeropatlo varJoainelilm toi Produkten far ilie anvandas um spruman ampllorn eollr lorpackInigen verkat

harkite ururikokosempien minkropallojen kaytroo los Bead Block skadade
Mrikropallot ja varjoalrte on sekoitertava twildectatn koal/ia 20 ml ri ITkca ProdLten Jr en str CTll avsedd fot el/gaegsbruk Ateurrianrrirling ar fortijuden.
varovasti ylousialori useira kroltja Kayta varovaisto haikititaI embolisator, Vaj st orlrek oad antal Bead Block enkrolrsaer mod rrpangspiilkt i den paloloci
IOppLrplisel iir iOiflni5nn ',or nT skall behandlas

Pullo: nrlboisriigml BeadBlotkmkrolarer skall eridast ttfdrs ye [ivkarir sum

o Radvist Bead Blok rkiopalloja sisaltavaa pulloaja laimerrina riekropallot ienmglreevantslidenci inte oiitklricmfor rotomrade sska
varjoaineollamjok nmet1lli taJ etoStlumattomosta teraksesta valmistetusso emboloeas.
astiassa taL stlofall ruiskLrssa Varmista. etta mikropallopartikkelit sokoimttrvat
lhryin varjoaineoseen juora r jak;iutuvat parommin injisointin aleane. Vedo VAR FORSIKTIGI
Bead Block -rikropallot ruIskJrs neuloaa jorlka koko on vahintaOnI 190(1 07 EnEigt federal lagstiftiing (USA) far denna produkt endast saijas av
[Tre )) IRiji Bead Block mikropallot hiTosLi asonnuskateIniielak er pA lakares ordination.
ontgenl oripla lairusca j tarkk ilo canrall a varjoaieeer vwIausnop.Litta Jos
VIrsu~MUTpels vi iuitoi vailsi cuinorllpi partike koikukuja toisa lointlnpide. MOJLIGA KOMPUKATIONER:
Kaytd varovaista harkirnaa eIvmbolisaation Ioppupisteen arvioinnissa 1. Oo nskaoteeflode eoler oveetoring Lv Bead Block mikeosidrer till niorma

* Ken touierreipide onl teonan posto katoti ja jatko intra aaroeasl, joltt kateeits art aier bredvid millesioranen eoler genom lesiorir till andra aralaer ellor

luuIneiiinjaanlet Bead Block mikropallot eIvat siirry paikaltoan artarbad teso haTspuldIT oile lar:-/krnqcisionssystet.
H Hati esiayteoyssa ruiskuiss lai pullossa aecal avaemarlttontat ja 2. Lugrobotiisriiq
kaytanmattornit(lead Block mlkuprll. 3. stherm p0 ouriskat sft le.

4 SaoLrert Tl0 kapilarbaddar ach vdenadsskador.

PAKKAUSMERKINTA: 5. Ischernisk stroke oiler ischeniik infar.a
6 Bladkerl ellor lsion Brister oca bidder

REF Lle Rteel~rlLrne'r A HuenmieRE F - L1iettelorirrtrier 0 \ 3 H 50mb- 1. Neurologiska skaeor JnklrJsive frolamning av kranialnerven

/i~ katlso kaytloohjetta .Vasospesm.
9 DodeI

- EranLmero = Hoyrystoriotu 10 Ormkanaliceriot

i t Reakion mot frammande kropp bord kiveor riledclitiskt irnipande.
aEl sal kayt(a= Kay1etbava ennn ]2 Irifektioi surn kre ver modicinsk inervention

<wV~ / irrudl-,,raa 13 KoKailbJIdning vid kateterns spets sum dorehor lcsarstri

KONSERVERING OCH FORVARING:

* Bead Block -RIkrostror movte furvaras i originalforpatritqrigni pa ett salt torn
oco morkl stallc.
A*vaied tore dot datum sum anges pa anpulleuis/sputarns etikett
Kr 0j trysas in

BRUKSANVISNING:

· Got en noggrarrier Lecddtining av karlsyteror rmit rlesionen nld hjalp av
bildnterqivuini rmed Boqupplosnirsg innan ombolislringsinnrepprt paborjars

* Bead Block-miknostarer tillhandah~11s i erl rad olika storlekar VaO ooriqsfgilt ili
den sentoek av Bead Block mikrosfarer corm bast pascor patologin (Bvs.
ima lkdrl/karlstorlek) ocht get oriskat kdlniski resultat

- Old erslrolisorinq 00 ar erdovnimiea nricclnildtrgar skall tiiroaklig partikelstorlok
20 25
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STFRll FNOASf FOR FNCANCSBRLJK ICKE PYROGFNJ sTERIL KtJNT]I FNCANCSBRRK lKKf PYROC)NT o
Angsterilioadw 0minpsIeridie

Far ej arvandas om fdmpaciolinger Far dora eller ar skadad Skal ikke brokers hvis palkniger er apnet eller skardet

BESKRIVNING: BESKRIVELSE:
Bead Blocsk Ori Orahlr en mird noggar kalibrusmdc mik rosoaler av hydrioqe[ som ar Bead Block be~star av cr1 rekke hydrcgl-mi krckLleIf suom(i biukirmpati Fla. sk
kropsa l iqa, hydrcifila isli inte qgeralt absorteea Read Block mikarosUaer a, mrsorhnrud(e oq nolki kal bihrleu Bead Block mikrok[ P,he er, p urWi& av
itilverkade a dov pclf a r anylk selcli lUllhForestsls i Iij andc stconekar. poJrilylalkohrol og Linnes i rolaerate swrrelser:

Storlek Efirkett-are Storrelse Etiketi Fargo

100 -300 prm Got 100 300 p1m Gui
300 - 500 hurtml 300 - 500 4 mo BLA
500 -700 pmn Rod 500 - 700 ime Rod
700 -900 pmo Crdn 700 900 jme Greenn

900 -1200 pim Lila 900- 1200pmn Lil a

PRESENTATION: PAKNING:

Spwnta Sproyte
*20 ml geniel Spodec ph 20 ad,
*Sprutan lerrra> Ionr sterI sid m Fellut riich~ SPOCalL ormand lyv(k bei ickar wea Sp~orteri konmorr et storlt, forseg ot ferdig [Jtornrt Tyvck .bctt. Done koan
erel rivapriirig cil fargad elikett sFtil LifderIattar iscrolein av storleker. toldes Ul side eq er fargenmerket for ~ riq sreller

*Varje Spait a rinrelhle, cirk, 1 nil lera 2 mlt Bead Block mcikroter i icke-pyrogqer Hver spreyte rinholder co 1 ml eller 2 ml av Bead Block iijkokuller iet, ike-
steril och Isiolog skt duffrdd saitoosniig. Den totala saman nlgda volyrnerl pyroyen., F"Lokqs, butiet salropploening. IctalvOnlum av saltopplosring og Bead
5aftIosning rch Bead Block mhrkrosfarco ar 5 ull Block nikiokulr et r 5 ml.
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3 i~ varsopiam fort I iqy elk rL rir irPiq kan andis upptirda 13. Fork ekrit av ellA saninsynliqhet for Ysostspasnmei
4 LDi [dodi olnk froi iqqi 11cr rim liyci kanr miles t ippcala I4 Forekomest wv ell&t ar~nsyriglret for boldnrgr

Vid svti meisoititts s~ukdcri 5. For koriis z alactlig ocrorirtess sykdoni.
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GelSphereSTM Microspheres

Bead Block TM Compressible Microspheres

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.

[7>V
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You wouldn't work with an invisible technologist.

Why work with an invisible embolic?
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Biocompatibles UK Ltd..
510O(k) Pre-Market Notification

GelSphereSTM Microspheres
Bead Block TM 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.
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8.0 Summary of Design Control Activities
(Verification & Validation)

8.1 Summary Statement

GelSpheres Tm 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.
conducted a risk analysis for Bead Block TM / GelSphereSTM.

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

(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



(b)(4) 

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

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



Biocompatibles UK Ltd. ~~~~~~~~51 0(k) Pre-Market Notification
GelSphereS TM Microspheres

Bead Block TM Compressible Microspheres

8.3 Verification Activities

As of the date of filing this pre-market notification all verification and
validation activities have been completed.

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

Verification and Validation activities for both GelSpheresTm and Bead
BlockTm 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/rail
Genotoxicit: In Vitro hromosomalPass

Mouse Bone Marrow Micronucleus Study Pass
In Vitro Hemolysis Study (Modified ASTM- Pass

ISO Muscle Implantation Study in the Pass

Cytotoxicity Study using the ISO Elution Pass

ISO Sensiiaio td i h uie i Pass
ISO Acute Intracutaneous Reactivity Study Pass

Chronic Toxicity Study in th Rat following Pass
Subcutaneous Implantation (13 weekjs) __________________

Subchronic Intravenous Toxicity Study in Pass
the R at 14 d y a i e x r c )_ __ _ _ _ _ __ _ _ _ _ _ __ _ _ _ _ _

Genotoxicity: Bacterial Reverse Mutation Pass
Study
ISO Acute Systemic Toxicity Study in tePass
M ouse i id c m ca _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

ISO Surgical Muscle Implantation in the Pass
Rabbit_(26 weks

Table 8-1 Biocompatibility testing summary
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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 IV). 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.
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8.3.3 Stability

Biocompatibles UK Ltd., using samples manufactured during the process
verifications for GelSphereSTm and Bead Block TM has conducted end
product stability testing in accordance with written protocols

Stability testing includes samples in real time and aged at 250± 20C and
60% RH ± 5% (real time) and samples aged at 570± 2 0C (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 GelSphereSTM/Bead Block TM are taken from the production
lots manufactured for process verification purposes and tested for the
integrity of the packaging. GelSphereS TM , which utilize glass vials are
tested to assure the integrity of the vial stopper. Bead Block TM 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 IV.

8.3.5 Sterility

GelSphereS TM Embolic Agent are validated as "Sterile". SAL is 1 06 adin
accordance with AAMI/ANSI/ISO 1 1134: 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 TM and Bead BlockTm are validated to be "Non-Pyrogenic" to

an end product endlotoxin level of <0.06 EU/ML. Pyrogenicity and

This document contains company confidential and/or proprietary information. Do not copy,
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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 GelSpheresTM/Bead BlockTM 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
II.

8.5 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..

8.6 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.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service'
Food and Drug Administration

Memorandum

From: Reviewer(s)- Name(s)

Subject: 510(k) NUmber KG) -1 22 !

To: The Record - It is my recommendation that the subject 510(k) Notification:

[ Refused to accept.

DRequires additional information (other than refuse to accept). (LI

Ph substantially equivalent to marketed devices.t

DNOT substantially equivalent to marketed devices.

DOther (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Section 522 Postmarket Surveillance? D"YES $NO
Is this device subject to the Tracking Regulation? DlYES NO

Was clinical data necessary to support the review of this 510(k)? DYES NO

Is this a prescription device? *ES C NO

Was this 510(k) reviewed by a Third Party? El YES .SNO

Special 510(k)? 
DYES

Abbreviated 510(k)? Please fill out form on 1t Drive 51 Ok/boilers DYES 'A NO

Truthful and Accurate Statement El Requested M Enclosed

A 510(k) summary OR -A 510(k) statement

"AThe required certification and summary for class III devices

~7The indication for use form

Combination Product Category (Please see algorithm on H drive 51Ok/Boilers) M.

Animal Tissue Source C YES ,MNO Material of Biological Origin [] YES /NO

The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):

No Confidentiality ] Confidentiality for 90 days El Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

(Branch Ch/ief (Branc Code))

Final Review:
[<vised:4/2/03 (,,,,-~D1V1S~oi( Director)e(Da

Rev ised :4/2/03 (7' ivsio ietr

.4/

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

Reviewer:

Division/Branch:

Device Name: _q~.4g -w /zufft& ~ Y c,• t /z,

Product To Which Compared (510(K) Number If Known): *1'? 3 -? !

YES NO

1. Is Product A Device If NO = Stop

2. Is Device Subject To 510(k)? If NO = Stop

3. Same Indication Statement? YES = Go To 5

4. Do Differences Alter The Effect Or /If YES = Stop NE
Raise New Issues of Safety Or

Effectiveness?

5. Same Technological Characteristics? If YES = Go To 7

6. Could The New Characteristics Affect If YES = Go To 8

Safety Or Effectiveness?

7. Descriptive Characteristics Precise If NO = Go To 10

Enough? If YES = Stop SE

8. New Types Of Safety Or Effectiveness If YES = Stop NE

Questions?

9. Accepted Scientific Methods Exist? If NO = Stop NE

10. Performance Data Available? If NO = Request

Data

11. Data Demonstrate Equivalence? Final Decision:

Note: In addition to completing the form on the LAN, "yes" responses to

questions 4, 6, 8, and 11, and every "no" response requires an

explanation.
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1. Intended Use:

2. Device Description: Provide a statement of how the device is either
similar to and/or different from other marketed devices, plus data (if

necessary) to support the statement. Is the device life-supporting or

life sustaining? Is the device implanted (short-term or long-term)? Does

the device design use software? Is the device sterile? Is the device for

single use? Is the device over-the-counter or prescription use? Does the

device contain drug or biological product as a component? Is this device

a kit? Provide a summary about the devices design, materials, physical

properties and toxicology profile if important.

EXPLANATIONS TO "YES" AND "NO" ANSWERS TO QUESTIONS ON PAGE 1 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 i not a new effect or safety or effectiveness

issue: 

S. Describe the new technological characteristics:

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

effectiveness:

7. Explain how descriptive characteristics are not precise enough:

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

questions are not new:

9. Explain why existing scientific methods can not be used:

10. Explain what performance data is needed:

11. Explain how the performance data demonstrates that the device is or is

not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION

(b) (4)
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Internal Administrative Form

YES NO

1. Did the firm request expedited review?

2. Did we grant expedited review? ,¢-

3. Have you verified that the Document is labeled Class III for GMP , ,

purposes?
4. If, not, has POS been notified?
5. Is the product a device?
6. Is the device exempt from 5 10(k) bY regulation or policy?

7. Is the device subject to review by CDRH?

8. Are you aware that this device has been the subject of a previous NSE

decision?
9. 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 f

investigation?
11. If, yes, consult the ODE Integrity Officer. A/4
12. Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332, A
September 10, 1991.
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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: III
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 5 10(k), Biocure, Inc., currently acts as a contract
manufacturer to this sponsor. The sponsor now would like to manufacture the product. I 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
GelspheresTM Microspheres & Bead BlockTM Compressible Microspheres is intended for
embolization of hypervascular tumors and arteriovenous malformations.

(b)(4) 
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Predicate device(s)
Gelspheres Microspheres, Biocure, Inc., K023089
Gelspheres Microspheres & Bead Block Compressible Microspheres, Biocompatibles, U.K.,
Ltd., K033761

GelspheresTM Microspheres & Bead BlockTM 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.

2. Comparison of the Technological Characteristics (Design, Materials, Sizes, Features,
Shapes, etc.) of the Subject Device and Predicate(s)
Subject Device
The GelspheresTM Microspheres and Bead BlockTM 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
BlockTM microspheres are dyed blue to aid in the visualization of the beads in the delivery
syringe. GelspheresTM 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 (GelspheresTM) or pre-filled syringes (Bead BlockTM). The GelspheresTM
and the Bead BlockTM microspheres differ in the amount of AMPS used: GelspheresTM, dyed
and undyed contain , whereas Bead BlockTM microspheres contain 
Both bead types are provided in the 100 [tm to 1200 pim 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.

(b)(4) (b)(4) 

(b)(4) 
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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 I.D. Micro-catheter
(in./micron)
0.024/610 5Fr.
and up Angiodynamics

FasTracker® 325
0.021/540 FasTracker® 18

(b)(4) 
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Cook 3.OFr
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, U.K.,
Ltd., K033761

Discussion of whether the subject device has a significant change in technological
characteristics

Technologically the devices
are substantially equivalent.

3. Comparative Data (in vitro, animal and/or clinical)
Safety Data - Subject Device
The sponsor notes in their Summary of Design Control Activities that because the
manufacturing 

was determined to be
necessary. The sponsor cites all of the biocompatibility evaluations done in support of
K023089.

Safety Data - Predicate Device(s)
A complete list of biocompatibility evaluations, as 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.

(b)(4) 

(b)(4) 

(b)(4) 
(b)(4) 

(b)(4) 
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Discussion of whether the data demonstrate that the subject device is as safe and
effective as the predicate(s)

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:
GelspheresTM 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 BlockTM 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 Adequacy
(Prescription):
Package Insert (page 73, section 7.0)
Carton/Pouch Labels (page 59)

(b)(4) 
(b)(4) 

(b)(4) 

(b)(4) 
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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.

(b)(4) 

(b)(4) 

(b)(4) 
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8. Has sponsor provided all administrative requirements?
* Truthful and Accurate Statement - page 8
· 510(k) Summary-page I0
* 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 Subiect and Predicate(s)
The subject device of the application is essentially identical to the sponsor's own predicate
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.

The device is
substantially equivalent to the predicates identified.

ame b~~~~~~~~~~~~ate

:: "/'5:

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 
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Plastic and Reconstructive Surgery Devices Branch

XL
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Pre-market Notification Class Ill Certification and
Summary

PREMARKET NOTIFICATION
CLASS III CERTIFICATION AND SUMMARY
(As Required by 21 CFR 807394)

I certify that, in my capacity as Director, Regulatory Affair of
Biocompatibles UK LTD, that I have conducted a reasonable
search of all information known or otherwise available about the
types and causes of safety and/or effectiveness problems that have
been reported for GeSpheres/Bead~lock- I further certify that I 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/ar effectiveness
problems about GelSpheres/BeadBlock is complete and accurate.

Bibliography attached by reference to 510O(k) #K023089.
Authorization to reference the file far K(023089 has been provided
by the original 510OK holder and included in the pre-market
notification.

4 zA-
John Greenbaum/ For Dr, Alistair Taylor

November 8, 2004
(Date)

K043321
510(k) Number

Bioccmnpatbles IJK Ltd
Pre-f~rk~et Nzt,4vcnton

OeISpheres'~ Ervtchc Agent/ead~icckTM Emt,,tn Ag~ent
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

New Device is Compared toa

Marketed Device T

Descriptive Information Does ew Device Have Same NO Do the Differences Alter the Intended No ally

about New or Marketed In Slatementt *' Therapeutic/Diagtaostic/etc Effect YES Equivalent Determination

Device Requested as Needed (in Deciding, May Consider Impact on

YES Salety and Effectiveness)?*

New Device nI tame Intended NO

New Device I las O

Use andMaybe'ubtatially Equivalent"NeDvie i * 0New Intended Use

Does Nelw Dee I Same 5 )
Techno iclC racteristics, NO Could the New

e.g. Design, M rials, etc.? ------- Characteristics Do the New Characteristics

ES AffectSafetyo
r · Raise New Types of Safety YES I O

Effectiveness'? or Effectiveness Questions?

NO Are the escriptive NO

Characteris Cs Precise Enough

-- Are Perloririance Data Do Accepted Scientific

Available to Asses Equivalence YES Methods Exist for
Assessing Effects of NO

the New Characteristics?

YES { S

Performanform 
ance Data Available NO

Data Required 
To Assess Effects of New

Characteristics?IYES
(D

Performance Data Demonstr Performance Data Demonstrate

Equivalence? Equivalence'
YES NO

"Substantially Equivalent" (
Io Determination To

510(k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between

marketed and "predicate" (pre-Aniendments or reclassified post-Amendments) devices is unclear

This decision is normally based on descriptive information alone, but limited testing information is sometimes required.

·* * Data maybe in the ;I 0(k), other SI10(k)s, the Center's classification files, or the literature.

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

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


	510K SUMMARY
	CORRESPONDENCE
	Decision Letter
	Indications for Use
	Acknowledgement Letter

	ORIGINAL
	Cover Letter
	Table of Contents
	Medical Device User fee Cover Sheet
	TAB 1 Premarket Submission Cover Sheet
	TAB 2 General Information
	TAB 3 Required Statement
	TAB 4 510K Summary
	TAB 5 Device description
	TAB 6 Comparative Information
	TAB 7 Proposed Labeling
	TAB 8 Design Control
	Appendix I
	Appendix II
	Appendix III
	Appendix IV
	Appendix V

	REVIEWER INFORMATION
	Reviewer Memorandum
	Reviewer Notes
	510K Decision Tree




