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Device: Flipper™ Detachable Embolization Coil

Device, Embolization, Arterial (79KRD)

21 C.F.R. Part 870.3300
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Predicate Devices ‘{:\\ :
A\
St »ﬁ) rms of intended use, materials of
construction and technological charactge %tgé predicate devices reviewed: Embolization
Coil Positioner Set, Hilal Embolizatfog\ %;ec_gili‘- Vascular Occlusion System, Guglielmi
Detachable Coil and Fibered PlatintistGof{ ¢ ™

RN

The Flipper™ Detachable Embolization Cot

Device Description

The Flipper™ Detachable Embolization Coil is used for arterial and venous embolization for the
peripheral vasculature. This device is used in conjunction with the Flipper Detachable Coil
Delivery Wire. The detachable coil delivery system provides safe delivery of embolization coils
where the size of embolization coil is difficult to predetermine. A handle facilitates manipulation

and provides safe and easy detachment of embolization coils. This device is provided sterile and
is intended for one-time use.

The Flipper™ Detachable Embolization Coil consists of the embolization coils and the delivery
wire. The embolization coils are manufactured using stainless steel wire with synthetic fibers.
The delivery wire is manufactured using stainless steel with TFE coating. The device will be
available in the following sizes and is compatible with catheters of 80 and 110 cm lengths.

Delivery Wire Diameter 0.035"

Extended Embolus Diameter 0.035"

Coil Length 3cm, 4cm, Scm, 6¢cm, 8cm, 10cm,
12¢m

Coil Embolus Diameter 3mm, Smm, 6.5mm, 8mm

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



S10(k) Pr ificati FOIA Request # 2015-6317: Released by CDRH on 147%-2015
Flipperm%ggéﬁ%ﬁ?%gn%gbg?&?%%rcgl eques ’ y

COOK INCORPORATED

Substantial Equivalence

The Flipper™ Detachable Embolization Coil is similar to many devices already in commercial
distribution for arterial and venous embolization. These devices include an Embolization Coil
Positioner Set (Cook Incorporated), Hilal Embolization Microcoils (Cook Incorporated), the
Vascular Occlusion System (Cordis Endovascular Systems Inc.), the Guglielmi Detachable Coil
(Target Therapeutics) and a Fibered Platinum Coil (Target Therapeutics). All devices are
introduced via the percutaneous method of entry using a catheter or microcatheter introducer.

The Embolization Coil Positioner Set was reviewed as substantially equivalent under D.C.
K940189 and is indicated for arterial and venous embolization. The device is constructed of
stainless steel and synthetic fiber with a coil wire diameter of 0.018 to 0.038 inches. The coils
are available in straight or curled shapes with an emboli jize range of 2 to 20 mm. A push-button
release mechanism is the method of deployment. @ a8
DN

bstaftially equivalent under D.C. K901337
¥ 1®venous malformations and other vascular lesions
of the brain, spinal cord and spine. g ice is constructed of platinum and synthetic fiber
with a coil wire diameter of 0.018 ink ég, “The coils are available in straight and curled shapes
with an emboli size range of 3 to 10 mm. Deployment is achieved by a wire guide which pushes
the coil out of the catheter. ‘

Hilal Embolization Microcoils were review
and are indicated for the embolization

The Vascular Occlusion System was reviewed as substantially equivalent under D.C. K983483
and may be used to reduce or block the rate of blood flow in vessels of the peripheral and
neurovasculature. It is intended for the interventional radiologic management of arteriovenous
malformation, arteriovenous fistulas, and other vascular lesions of the brain, spinal cord and
spine. The device is constructed of platinum and synthetic fiber with a coil wire diameter of
0.014 inches. The coils are available in straight, “C”, flat spiral and complex shapes with an

emboli size range of 2 to 10 mm. Deployment is achieved by a wire guide which pushes the
coils out of the microcatheter.

The Guglielmi Detachable Coil was reviewed as substantially equivalent under D.C. K951256,
K960705 and K962503 and is indicated for embolization of intracranial aneurysms,
arteriovenous malformations, arteriovenous fistulae and arterial venous embolizations in the
peripheral vasculature. The device is constructed of platinum with a coil wire diameter of 0.010
to 0.018 inches. The coils are available in a helical shape with an emboli size range of 2 to 20
mm. The coils are deployed by electrolytic detachment from the wire guide.

The Fibered Platinum coil was reviewed as substantially equivalent under D.C. K955293 and is
indicated for arterial and venous embolization in the peripheral vasculature. The device is
constructed of platinum and synthetic fiber with a coil wire diameter of 0.010 to 0.035 inches.
The coils are available in the following shapes: straight, C-shaped, helical and complex helical.

The emboli size range is 2 to 30 mm. Deployment is achieved by a wire guide which pushes the
coil out of the catheter.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The Flipper™ Detachable Embolization Coil will be indicated for arterial and venous
embolization for the peripheral vasculature. The delivery wire will be constructed of stainless
steel with a diameter of 0.035 inches. The stainless steel coils with synthetic fiber will be
available in curled shapes with an coil embolus diameter range of 3 to 8 mm. The coil is
deployed when interlocking threads between the coils and the delivery wire are unscrewed.

Performance Data

The following tests have been performed to evaluate the ability of the Flipper Detachable
Embolization Coil to perform in accordance with the requirements of the design plan.

s In-Vitro Performance Test: Loading, Passage and Deployment
«Tensile Test: Coil Thread/Delivery System
s+ Tensile Test: Torque Wire to Braid S # \?\\\/

/ D
\)
The results of these tests provide reasoan \25 at the device has been designed and
tested to assure conformance to the neq X its use for arterial and venous embolization

in the peripheral vasculature. %

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

JAN 1 1 2000 9200 Corporate Boulevard
Rockville MD 20850

Ms. Karen Bradburn

Regulatory Affairs Coordinator
Cook, Inc.

P.O. Box 489

Bloomington, In 47402

Re: K993455
Flipper™ Detachable Embolization Coil
Regulatory Class: III
Product Code: KRD
Dated: October 12, 1999
Received: October 13, 1999

Dear Ms. Bradburn:

We have reviewed your Section 510 (k) notification of intent to
market the device referenced above and we 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, 18976, 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). 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 (Premarket Approval) 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 895. A substantially
equivalent determination assumes compliance with the Good
Manufacturing Practice requirements, as set forth in the Quality
System Regulation (QS) for Medical Devices: General (QS)
regulation (21 CFR Part 820) and that, through periodic QS
inspections, FDA will verify such assumptions. Failure to comply
with the GMP regulation may result in regulatory action. In
addition, the Food and Drug Administration (FDA) may publish
further announcements concerning your device in the Federal
Register. Please note: this response to your premarket
notification submission does not affect any obligation you might
have under sections 531 through 542 of the Act for devices under
the Electronic Product Radiation Control provisions, or other
Federal laws or regulations.

This letter will allow you to continue marketing your device as

described in your 510(k) premarket notification. The FDA finding
of substantial equivalence of your device to a legally marketed

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



Records processed under FOIA Request # 2015-6317; Released by CDRH on 11-18-2015

Page 2 - Ms. Karen Bradburn

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 and additionally 809.10 for in vitro
diagnostic devices), please contact the Office of Compliance at
(301) 594-4648. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of
Compliance at (301) 594-4639. Other general information on your
responsibilities under the Act may be obtained from the Division
of Small Manufacturers Assistance at their toll free number (800)
638-2041 or at (301) 443-6597 or at its Internet address
"http://www.fda.gov/cdrh/dsmamain.html™.

Sincerely yours,

S e B

elia M. Witten, Ph.DY, M.D.
/// Acting Director
Division of Cardiovascular
Respiratory and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Number (if known): K 9345 5

Device Name: Flipper™ Detachable Embolization Coil

Indications for Use: Used for arterial and venous embolization in the peripheral vasculature.

(Division Sign-Off)
Division of Carciovascula: #espiratory.
and Neurological Devices

510(k) Number K 9934545

(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 CFR 801.109)
{Division Sig~ "
Division of * | g ates
#nd Neuroi-. ’
810(k) Numt=:

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



Records processed under FOIA Request # 2015-6317; Released by CDRH on 11—1%0@7;}_—;//5%/4 /

OmniSonics Medical Technologies, Inc

Robert A Rabmer

November 19, 1999
Food and Drug Administration
Center for Devices and Radiological Health -

Office of Device Evaluation
510¢k) Document Mail Center (HFZ-401)

9200 Corporate Blvd.
Rockville, MD 20850

RE: K993455

Attn:  Della Hammond

The following information is being submitted in response to your November 18, 1999 phone
request for information on K993455.  You requested the following information.

If you need further information, please feel free to contact me at (508) 435-9893.

-

Sincerely,
/

[ ’ )
b {
NPT BN, N PSR
Debbie lampietro \
Consultant for OmniSonics

~e
o -
= =
s 7
14 Equestrian Drinvc c? E:
North Reading, MA 01864 : = ' s
978 664 8440 978 664 4248 i o
/\[\é\ info@Omnisonics.com: -3
. Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1!

O
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Food and Drug Administration

JAN 11 2000 9200 Corporate Boulevard

Rockville MD 20850
Ms. Karen Bradburn
Regulatory Affairs Coordinator
Cook, Inc.
P.0O. Box 489
Bloomington, In 47402

Re: K993455
Flipper™ Detachable Embolization Coil
Regulatory Class: III
Product Code: KRD
Dated: October 12, 1999
Received: October 13, 1999

Dear Ms. Bradburn:

We have reviewed your Section 510 (k) notification of intent to
market the device referenced above and we 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). 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 IITI (Premarket Approval) 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 895. A substantially
equivalent determination assumes compliance with the Good
Manufacturing Practice requirements, as set forth in the Quality
System Regulation (QS) for Medical Devices: General (QS)
regulation (21 CFR Part 820) and that, through periodic QS
inspections, FDA will verify such assumptions. Failure to comply
with the GMP regulation may result in regulatory action. 1In
addition, the Food and Drug Administration (FDA) may publish
further announcements concerning your device in the Federal
Register. Please note: this response to your premarket
notification submission does not affect any obligation you might
have under sections 531 through 542 of the Act for devices under
the Electronic Product Radiation Control provisions, or other
Federal laws or regulations.

This letter will allow you to continue marketing your device as

described in your 510 (k) premarket notification. The FDA finding
of substantial equivalence of your device to a legally marketed

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \
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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 and additionally 809.10 for in vitro
diagnostic devices), please contact the Office of Compliance at
(301) 594-4648. Additionally, for guestions on the promotion and

advertising of your device, please contact the Office of

Compliance at (301) 594-4639. Other general information on your
der the Act may be obtained from the Division

of Small Manufacturers Assistance at their toll free number (800)

responsibilities un

638-2041 or at (301) 443-6597 or at its Internet address
"http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

Qﬁ//@ =

z elia M. Witten, Ph.DY, M.D.

-

/// Bcting Director
Division of Cardiovascular

Respiratory and Neurological Devices

Office of Device Evaluation
Ccenter for Devices and
Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Flipper™ Detachable Em ization
COOK INCORPORATED

. — -
510(k) Number (if known): K ‘l Cf 3455
Device Name: Flipper™ Detachable Embolization Coil

Indications for Use: Used for arterial and venous embolization in the peripheral vasculature.

. /,5//, I\ %« o e
(Division Sign-Off) ! 77

Division of Cardiovascular, Respiratory.

and Neurological Devices

5100) Number__K_ A4 39 55

(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 CFR 801.109)
(Division Sig~ "
Divisionof -+ -, cpuae
and Neuroin: '
B10{k) Numbe:

¥ e

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Reviewer(s) -

Subject:  510(k) Number K l i ,QEE \ 25

To: »

[JRefused to accept.

[é&pquircs additional information (other
I

S substantially equivalent

ALTH & HUMAN SERVICES

Name(s) hq/CHN AR W\I"r’r)
C -

Public Health Service
Food and Drug Administration

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

(INOT substantially equivalent to marketed devices.

De Novo Classification Candidate?

lother (e.g. cxempi by regulétion,

Is this device subject to Postmarket Surveillance?
Is this device subject to the Tracking Regulation?

Was clinical data necessary 10 support the review of this 510(k)?

Is this a prescription device?
Was this 510(K) reviewed by a Third Party?
Special 510(k)?

© Abbreviated 510¢k)? Please fil

This 510(k) contains:

Truthful and Accurate Statement
(required for origi

Memorandum
than refuse to accept).
to marketed devices.
. OIves I nNo
not a device, duplicate, etc.)

OvEs A No

OvEes £T NO
LIvES HNo

- ARVYES 0 no

CIvES £ no

Clyes M ~o

{ out form on H Drive 5 10k/boilers CdvEs IZI/NO

DRequested d Enclosed
nals received 3-14-95 and after)

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

é{}hc required certification and summary for class 1II devices
T

he indication for use form (required for originals received 1-1-96 and after)

Material of Biological Origin

The submitter requests under 21 CFR 807.95 (does
JZNO Confidentiality [] Confidentiality for 90 days

Predicate Product Code with class:

(Branc

(Division Director

Revisedy
¥edhiG¥s? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

O YES NO

n’t apply for SEs):
[ Continued Confidentiality exceeding 90 days

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

c x L C P i Sary OO
(Branch Code) (Date)

3 /o [0 Saun OO
S o) (Date)
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Public Health Service

DEPARTMENT OF HEALTH & HUMAN SERVICES
Food and Drug Administration

Memorandum
DATE: January 10, 2000
FROM: JOHN W. KARANIAN, UDRH, ODE DCRND, CSPDG
TO: File: K993455
Firm: Cook Inc.
Device: Flipper Detachable Embolization Coil
Class: 21CFR 882.5950 Occlusion Coil, Artificial

Embolization Device, Class I1l, 84 HCG

SUBJECT: Substantially Equivalent

Device/Application Summary

The Flipper is similar to other occlusion coils cleared for use in the
peripheral vasculature. The purpose of the present submission is to
obtain an SE determination for the Flipper Detachable Embolization Coil
indicated for arterial and venous embolization of the peripheral
vasculature. The indications for use, materials and design of the
Flipper are similar to that of the predicates (see comparison table pg
14) and are in support of an SE determination.

The Flipper device will be purchased as an assembly from [EEIGNGNE
and submitted to COOK Inc. to ensure quality control and perform

sterilization of the device. The Flipper detachable coils are used with
the Flipper delivery wire.

The device is provided.sterile as a_
single-use device. These coils may be considered similar to Target's
pushable Platinum Occlusion coils (K944293), and the Cook Company
Occlusion Coils, cleared for use in both the peripheral and
neurovasculature (K940189). The delivery method is percutaneous using

a catheter introducer (K901337, K983483) and G -

deploy the coil(s). In K961923 the Berenstein coil was found to be
substantially equivalent to currently marketed Target and Cook coils for
use in both neuro and peripheral vasculature. With the provision of

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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adequate comparative (attachment 2), performance data (attachment 4),
and appropriate predicates (K962503, K9444293, K901377), the data
base supports the marketing and use of the Flipper device for peripheral

indications.

Submission Contents

1. Descriptive Information

. The coils are radiopaque for flouro
visualization. The coils are available in a range of sizes compatible
with commercially available 80 and 110cm length catheters.

All component materials, dimensions, features and functional
specifications are described in tabular form with drawings (attachment
2 and 3). An adequate comparison to the predicates weas provided

(attachment 2, pg 14).

2. Performance

Adequate jn vitro performance testing has been performed

similar to that described in the Target Therapeutics K961923
for the Berenstein Coil for neuro vascular use. All test data was
summarized. Complete data reports are provided in this original
S10(k)(attachment 4, pg 44-47). The sponsor notes the selection of

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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appropriote NG i< r<quired for optimel

results.

Functional bench testing was performed on the
and adequately demonstrated

the safety, effectivenss and performance integrity.

These tests demonstrate that the Coil
can be delivered through the selected catheters without consequence.

The probability of
based on these data. In addition, the

No Animal testing was performed and is not considered necessary in
view of the in vitro bench data.

3. Labeling and instructions for use

Labeling and instructions for use were provided (attachment 1) and
adequately compared to the sited predicates (K901337, K983483,
K962503, K941256) (attachment 2, pg 14-37). The labeling for the
Flipper Coil is similar to that of the predicate Coil indication for use.
The Instructions for Use are complete and clear regarding the intended
use and instructions for operation.

4, Comparison Information

In general the information as provided suggest equivalence. The Flipper
Coil is considered similar to sited predicates cleared for use in both the
peripheral and neurovasculature (see comparison chart, attachment 2,
pg 14). The delivery method for the Coil has been cleared for use and
performed safely in fragile neuro vasculature and cerebral aneurysms
during clinical use (K961923). With the provision of adequate
performance data (attachment 4) the deployment method (screw
mechanism) for the Flipper Coil should be considered safe and
comparable to the predicate deployment methods.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 X
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Predicate device labeling was compared and demonstrated equivalence
to that of the present submission. The physical characteristics of the
Coil are comparable as described in the comparative table (attachment
2, pg 14). The anstomical sites for Flipper Coil therapy are certain
vascular malformations (i.e., AVMs, AVFs) of the peripheral vasculature.

The design, materials and available sizes are within the range of
predicates sited. Coil composition is identical to that of the
predicate(s). Bench testing and biocompatibility testing were used to
evaluate the performance of the subject coil as summarized in 2 above
and S5 below, respectively. These data clearly establish that the
subject Coil is similar to the predicate(s). When used as indicated the
Flipper Coil should not raise safety or effectiveness issues which are
different from the predicate(s).

S. Biocompatibility

was performed on
in accordance with the

. The data submitted for the
biocompatible as summarized in

attachment 5 (pg S8-174). The Coil materials (both synthetic fiber
and stainless steel with TFE coating) passed _

testing. The materials were

Biocompatibility testin

tests). Carcinogenicity testing was

not performed due to the nontoxic properties of the Coil materils.
All data were summarized in tabular and original form and

provided.

6. Sterilization

The coils will be sterilized utilizing a vali Validation and
assurance levels are similar to that of the predicate sterilization
method. The validation method is based upon th

method in th

. The SAL for all

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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coils was lxI(.- The sterilization methods for the subject Coil have
not been changed and are the same as that described in the predicates

sited.

7. SMDA information

The Sponsor submitted a summary of safety and effectiveness for the
class |1l Cook Flipper Coil. In addition, a summary of safety and
effectiveness problems associated with this type of device and the
literature which the summary is based upon is provided (attachment 7).

510(k) Decision Making Documentation
1. Is the product a device? Yes.
2. Is the device subject to S10(k)? Yes.

3. Is the new device compared to & legally merketed
device? Yes.

4. Does the new device have the same indication
statement? yes.

S. Does the new device have the same technological
characteristics (e.g., design, materials, etc.)? no.

6. Do accepted scientific methods exist for assessing
effects of the new characteristics. Yes.

7. Are performance data available to assess effects of
new chracteristics? VYes.

8. Performance data demonstrate equivalence? Yes.

Recommendation: Substantial Equivalence ‘L/,_/

o
7(‘] e

. ‘.‘V“ b
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Screening Checklist

For all Premarket Notification 510(k) Submissions
Device Name: K
Submitter (Company):
A T
B R
B A
s R b
E E 1
c \'% T
items which should be included- 1 "\ ('J
(circle missing & needed information) ‘L‘ T N 7 IF ITEM
E A ]
D L NEEDED

1. Cover Letter clearly identifies Submission as:
a) “Special 510(k): Device Modification”
b) “Abbreviated 510(k)’

c) Traditional 51 0(k)

2. GENERAL INFORMATION: REQUIRED IN ALL 510(K) SUBMISSIONS

v IFITEM IS

Financial Certification or Disclosure Statement for 510(k)s with a

Clinical Study 807.87(i)

NA

YES

NO

SPECIALS

ABBREVIATED

TRADITIONAL

trade name, classification name, establishment registration
number, device class )

a)

OR a statement that the device is not yet classified

identification of legally marketed equivalent device

compliance with Section 514 - performance standards

address of manufacturer

Truthful and Accurate Statement

Indications for Use enclosure

SMDA Summary or Statement (FOR ALL DEVICE CLASSES)

Class |l Certification & Summary (FOR ALL CLASS m DEM
Descriptiﬁ% (or modification) including diag¥ms,
engineering drawings, photographs, service manuals

Proposed Labeling:

i)y package labeling (user info)

i) statement of intended use

i) advertisements or promotional materials

i) _MRI compatibility (if claimed)

Comparison {nformation (similarities and differences) to named
device (table preferred) should include:

)

legally marketed equivalent

i) Labeling

if) intended use

iiiy physical characteristics

iv) anatomical sites of use

v)  performance (bench, animal, clinical) testing
vi) safety characteristics

m) If kit kit certification

o

s

NEEDED

AND IS
MISSING

3. “SPECIALS" - ONLY FOR MODIFICATIONS TO MANUFACTURER'S

OWN CLASS Il

a) Name & 510(k) number of legally marketed
(unmodified) predicate device

Dot

b) STATEMENT - INTENDED USE AND INDICATIONS FOR |

A *Ifno - STOP not a special

estions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gev-or3064
TV O OUT

DCRD form 102 (rev. 04/13/98 4:19 PM)

A6.9114Q
OTUTTO ig Page |



Records processed under FOIA Request # 2015-6317; Released by CDRH on 11-18-2015

USE OF MODIFIED DEVICE AS DESCRIBED IN ITS
LABELING HAVE NOT CHANGED*

c)

STATEMENT - FUNDAMENTAL SCIENTIFIC
TECHNOLOGY OF THE MODIFIED DEVICE HAS NOT

CHANGED*

i o - STOP nota special

d)

Design Control Activities Summary

i) Identification of Risk Analysis method(s) used to
assess the impact of the modification on the
~ device and its components, and the results of the

analysis

i) Based on the Risk Analysis, an identification of
the verification and/or validation activities
required, including methods or tests used and
acceptance criteria to be applied

i) A declaration of conformity with design controls.
The declaration of conformity should include:

1) A statement signed by the individual
responsible, that, as required by the risk
analysis, all verification and validation
activities were performed by the designated
individual(s) and the results demonstrated
that the predetermined acceptance criteria
were met

2) A statement signed by the individual
responsible, that manufacturing facility is in
conformance with design control procedure
Requirements as specified in 21 CFR 820.30
and the records are available for review.

SPECIALS

ABBREVIATED TRADITIONAL

v IF ITEM
1S
NEEDED

YES

NO

YES | NO | YES | NO

AND IS
MISSING

ABBREVIATED 510(K): SPECIAL CONTROLS/CONFORMANCE TO RECOGNIZED STANDARDS - PLEASE
FILL OUT THE STANDARDS ABBREVIATED FORM ON THE H DRIVE

Eor a submission, which relies on a guidance
document and/or special control(s), a summary
report that describes how the guidance and/or
special control(s) was used to address the risks
associated with the particular device type

If a manufacturer elects to use an alternate approach
to address a particular risk, sufficient detail should be

provided to justify that approach.

For a submission, which relies on a recognized
standard, a declaration of conformity to the standard.
The declaration should include the following:

i) An identification of the applicable recognized
consensus standards that were met

i) A specification, for each consensus standard,
that all requirements were met, except for

stions? Contact FDA/CDRH/OCE/DID at CDRH-EOQISTATUS@fda-hhs-gev
‘hhs-gov

ar
T

DCRD form 102 (rev. 04/13/98 4:19 PM)

\
| '/ Page 2
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inapplicable requirements or deviations noted
below

i) An identification, for each consensus standard, of
any way(s) in which the standard may have been
adapted for application to the device under
review, e.g., an identification of an alternative
series of tests that were performed

iv) An identification, for each consensus standard, of

. any requirements that were not applicable to the

device

v) A specification of any deviations from each
applicable standard that were applied

vi) A specification of the differences that may exist, if
any, between the tested device and the device to
be marketed and a justification of the test results
in these areas of difference

vii) Name/address of test laboratory/certification
body involved in determining the conformance of
the device with applicable consensus standards
and a reference to any accreditations for those
organizations

d) Data/information to address issues not covered by
guidance documents, special controls, and/or
recognized standards

5. Additional Considerations: (may be covered by Design Controls)

a) Biocompatibility data for all patient-contacting materials,
OR certification of identical material/formulation: l/‘
i)y component & material v,
ii) identify patient-contacting materials '/

3

iy biocompatibility of final sterilized product

b) Sterilization and expiration dating information: A
iy sterilization method f
i) _SAL /
iii) _packaging p.

iv) specify pyrogen free
v) ETO residues
vi) radiation dose 4
c) Software validation & verification:
i) hazard analysis L
i) level of concern )\
\
\

iiiy development documentation
iv) certification

ftems shaded under “NO” are necessary for that type of submission. Circled items and items with checks
in the “Needed & Missing” column must be submitted beforegacceptance ojp#ie ocument.

Date: 6 Concurrefce by Review Branch:

Passed Sc;ee in Yes No Reviewer:
oI
fifar—

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda-hhs-gov-or304+796
A\’ O OV O OUT T IV

DCRD form 102 (rev. 04/13/98 4:19 PM)
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REVISED:3/14/95

THE 510 (K) DOCUMENTATION FORMS ARE AVATLABLE ON THE LAN UNDER 510 (K)
BOILERPLATES TITLED *DOCUMENTATION" AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

n"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

Reviewer:

Division/Branch:

Device Name:

product To Which Compared (510 (K) Number If Known) :

YES NO
1. Is Product A Device If NO = Stop
2. Is Device Subject To 510(k)? If NO = Stop
3. same Indication Statement? If 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.

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



1.

2.
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Intended Use:

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
1ife 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 for home use 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

10.

11l.

Explain why not a device:
Explain why not subject to 510(k):

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

Explain why there is or is not a new effect or safety or effectiveness

issue:
Describe the new technological characteristics:

Explain how new characteristics could or could not affect safety or
effectiveness:

Explain how descriptive characteristics are not precise enough:

Explain new types of safety or effectiveness questions raised or why the
questions are not new:

Explain why existing scientific methods can not be used:
Explain what performance data is needed:

Explain how the performance data demonstrates that the device is or is
not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION

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

YES NO

Did the firm request expedited review?

Did we grant expedited review?

Have you verified that the Document is labeled Class Ili for GMP

purposes?

If, not, has POS been notified?

Is the product a device?

s the device exempt from 510(k) by regulation or policy?

Is the device subject to review by CDRH?

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
investigation?

11.1f, yes, consult the ODE Integrity Officer.

12. Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332,

September 10, 1991.

N —

w

®|N o o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 1\0
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administratiom
Center for Devices and
Radiological Health

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

October 13, 1999 Rockville, Maryland 20850
COOK, INC. 510(k) Number: K993455

925 S§. CURRY PIKE Received: 13-0C0T-1999

P.O. BOX 489 Product: FLIPPER DETACHABLE
BLOOMINGTON, IN 47402 EMBOLIZATION COIL

ATTN: KAREN BRADBURN

The Center for Devices and Radiological Health (CDRH), Office of Device
Evaluation (ODE), 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 January 1, 1996, FDA began requiring that all 510(k) submitters provide on
a separate page and clearly marked "Indication For Use" the indication for use
of their device. If you have not included this information on a separate page
in your submission, please complete the attached and amend your 510(k) as soon
as possible. Also if you have not included your 510(k) Summary or 510(k)
Statement, or your Truthful and Accurate Statement, please do so as soon as
possible. There may be other regulations or requirements affecting your device
such as Postmarket Surveillance (Section 522(a)(l) of the Act) and the Device
Tracking regulation (21 CFR Part 821). Please contact the Division of Small
Manufacturers Assistance (DSMA) at the telephone or web site below for more

information.

Please remember that all correspondence concerning your submission MUST be
sent to the Document Mail Center (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the Document Mail Center will
not be considered as part of your official premarket notification submission.
Because of equipment and personnel limitations, we cannot accept telefaxed
material as part of your official premarket notification submission, unless
specifically requested of you by an FDA official. Any telefaxed material
must be followed by a hard copy to the Document Mail Center (HFZ-401).

You should be familiar with the manual entitled, "Premarket Notification

510(k) Regulatory Requirements for Medical Devices" available from DSMA.

If you have other procedural or policy questiomns, or want information on

how to check on the status of your submission (after 90 days from the

receipt date), please contact DSMA 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
Consumer Safety Officer

Questions? Contact FD oA RT LA SRR
ore Contt FOMCORHOC BRI BRI RIS o v roosrre 1)
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A COOK GROUP COMPANY

925 South Curry Pike. P.O. Box 489
Bloomington, IN 47402 U.S.A.
Phone: 812-339-2235 .
Telex: 6711161 COOK UW
Telefax: 812-339-5369
COOK ==
]
— ]

Cook Incorporated

October 12, 1999

Food and Drug Administration
Center for Devices and Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, MD 20850
RE: 510(k) Premarket Notification
DEVICE: Flipper™ Detachable Embolization Coil

Dear-Sir or Madam:
fy the Food and Drug Administration, Pursuant to Section

The purpose of this letter is to noti
510(k) of the Federal Food, Drug and Cosmetic Act, that COOK INCORPORATED intends to
market and distribute an embolization coil.
RPORATED’s intent to market this device is confidential commercial information
A and not be available through Freedom of

COOK INCO
and we request that it be considered as such by the FD

Information except where required by law.
I certify, that in my capacity as Regulatory Affairs Coordinator, I believe to the best of my
mitted in this premarket notification are truthful and

knowledge that all data and information sub
accurate and that no material fact has been omitted.

Sincerely,
COOK INCORPORATED —
B B PR
Konse Brodlyorn~ -
=

Karen Bradburn
Regulatory Affairs Coordinator

Enclosure

N\

H .
Yoy

)

Qwa”gff@ii«'m‘

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



510(k) Preémaekit Nutthestionunder FOIA Request # 2015-6317; Released by CDRH on 11—18—201§
Flipper™ Detachable Embolization Coil

COOK INCORPORATED

, DT
510(k) Number (if known): ' K q (3455
Device Name: Flipper™ Detachable Embolization Coil

Indications for Use: Used for arterial and venous embolization in the peripheral vasculature.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-the-Counter Use
(Per 21 CFR 801.109)
{Division Sig- "
Divisionof ' = =~ o apuateny,
“ Neufﬂi‘:;’ s FR §
Questions? Contact FDA/CDRH/OCE/DID at CI%I-)I-F‘(J)TStTATUS@fda.hﬁé.‘g’é‘v or 30T7958TTe™ \
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Flipper™ Detachable Embolization Coil

COOK INCORPORATED
TABLE OF CONTENTS

Cover Letter
Indications for Use Information 2
Table of Contents 3
510(k) Required Elements Checklist 4
Attachment 1 5
Draft Proposed Labeling
Attachment 2 11

Substantial Equivalence Information

Attachment 3 A 38
Device Description

Attachment 4 41
Performance Data

Attachment 5 57
Biocompatibility Information

Attachment 6 175
Packaging and Sterilization

Attachment 7 177
510(k) Safety and Effectiveness Information

Attachment 8 181
Truthful and Accurate Statement

Attachment 9 183
Class III Certification Statement

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 :
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Flipper™ Detachable Embolization Coil
COOK INCORPORATED

10.

11.

12.

13.

14.

510(k) Required Elements Checklist

Identification
DApplicant’s Name and Address

(Contact Person

[QSignature of Contact Person

QPhone Number of Contact

JAddress of Manufacturing &
Sterilization Site

UDate of Application

Device Name
QProposed Classification Name

OTrade/Proprietary Name
Establishment Registration #
Classification Information
QClass

(Panel

Standards

Draft Proposed Labeling
Substantial Equivalence Information
Device Description
Performance Data
Biocompatibility Information

Packaging and Sterilization

510(k) Safety and Effectiveness
Information

Truthful and Accurate Statement

Class III Certification and Summary

COOK INCORPORATED

925 South Curry Pike

P.O. Box 489

Bloomington, IN 47402

Karen Bradburn

800-346-2686 or 812-339-2235

Same as above.
October 12, 1999

Device, Embolization, Arterial
79 KRD (21 C.F.R. 870.3300)
Flipper™ Detachable Embolization Coil
1820334

Class III

Cardiovascular Panel

No known standards established.
Attachment 1

Attachment 2

Attachment 3

Attachment 4

Attachment 5

Attachment 6

Attachment 7
Attachment 8

Attachment 9

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

A
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Flipper™ Detachable Embolization Coil
COOK INCORPORATED

ATTACHMENT 1

DRAFT PROPOSED LABELING

v

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Flipper™ Detachable Embolization Coil
COOK INCORPORATED

OUTER PACKAGE LABEL

INTENDED FOR ONE-TIME USE. STERILE IF PACKAGE IS UNOPENED OR UNDAMAGED.
Federal (U.S.A.) law restricts this device to sale by or on the order of a physician.

REORDERK

FOW-35-110

FLIPPER™ DETACHABLE EMBOLIZATION COIL DELIVERY SYSTEM
**USE ONLY .035" FLIPPER™ DETACHABLE EMBOLIZATION COILS**

INCLUDES:

(1) FLIPPER™ DETACHABLE EMBOLIZATION COIL DELIVERY SYSTEM
2.6 FR. 0.D., 110CM LONG
REQUIRED MINIMUM CATHETER ENDHOLE SIZE .041" DIA.

*REFER TO PRODUCT INSERT PRIOR TO USE*
WARNING: NOT RECOMMENED FOR USE WITH
POLYURETHANE OR POLYVINYLCHLORIDE CATHETERS,
COILS MAY BECOME LODGED IN LUMEN.

PATENT PENDING

LOT NO. SAMPLE
DO NOT USE AFTER 2002/09
QUICK REORDER# SAMPLE412

FOW-35-110

VAR mme

+H69800041213

LUARIHRNN

SAMPLE

A Cook Group Company e — ®
PO Box 489 Bloomington, IN 47402 USA ——‘—‘——CO OK

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



510(k) PreiSANENofitratfAs under FOIA Request # 2015-6317; Released by CDRH on 11-18-2015
Flipper™ Detachable Embolization Coil
COOK INCORPORATED

OUTER PACKAGE LABEL
29 FWCE 55 10-6 e

order of a sician. STORE

Sl Mo,

é% + H6980003871E ngTNDED EXPOSURE TO
i§ REORDER# 10CM X 5MM ﬂ

WLy .

§ O c‘é’?‘?’if&‘é{? ;LlPPER"‘ DETACHABLE EMBOLIZATION %E

% RSt e e o 2

O e Ak AFTER 200409 =

S6L1IN

m QUICK REORDER# SAMPLE387

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

A A
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SUGGESTED INSTRUCTIONS FOR USE

%)
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Flipper™ Detachable Embolization Coil
COOK INCORPORATED

FLIPPER™ DETACHABLE EMBOLIZATION COIL

LOADING PROCEDURE

1. Introduce the straightening mandril (c) into the flared end of the
INFORMATION FOR USE cartridge (b} to engage the center of the coil (a)

Used for arterial and venous embolization. The detachable coil (Fig. 3).

delivery system provides safe delivery of embolization coils where
the size of embolization coil is difficult to predetermine and where c a
correct positioning is especially critical.

PACKAGING

Supplied sterilized by ethylene oxide gas in peel-open packages. Fig. 3 b
intended for one-time use. Sterile if package is unopened or un-
damaged. Do not use the product if there is doubt as to whether
the product is sterile. Store in a dark, dry, cool place. Avoid
extended exposure to light.

2. Advance the “screw” portion of the coil delivery wire (d) until it
INDICATIONS FOR USE reaches the embolization coil (a). t may be necessary to with-
The product is designed to be used for arterial and venous draw the straightening mandril a bit (Fig. 4).

embolization in the peripheral vasculature.

d a

The embolization coil is delivered into the vascular system using a
selective angiographic catheter without sideports.

The product is intended for use by physicians trained and experi-
enced in vascular embolization techniques.

CONTRAINDICATIONS
None known.

WARNINGS AND PRECAUTIONS 3. Turn the cartridge (b) with emboliza-

) tion coil (a) clockwise to engage the
. Upon removal from package, inspect the product to ensure

“ screw threads between the
no damage has occurred. Do not remove the coil from the embolization coil {a) and the delivery

cartridge. ) . wire (d). (Fig. 5}.

- itis important to follow the loading procedure carefully in order 4. Continue the clockwise rotation of the
to avoid complications during attachmient and detachment of detachable embolization coil {a} until
the coil. the coil delivery wire (d) and the

« To determine correct catheter position, perform an angiogram embolization coil (a) are almost
prior to embolization. completely joined (Fig. 5).

« The angiographic catheter should be flushed with saline prior to Note: In order to avold difficulties in
introducing the detachable coil. detaching the embolization coll (al do

. After the detachable coil delivery system with the coil has been not ‘“‘“’-f“ f°“ (a) 'h"d the delivery
introduced into the catheter it is important that the coil does not wire completely together.

exit the catheter tip until the mandril has been puiled back.
Otherwise the catheter may become dislocated in the vessel.

If difficulties occur when detaching the embolization coil, or if
resistance is felt when withdrawing the delivery wire, do not
attempt to withdraw the delivery wire. Remove the guiding
catheter and the delivery wire with the coil simultaneously

- and replace the whole system. 6. If the embolization coil is not completely straightened, push
+ Not recommended for use with polyurethane or polyvinylchioride the straightening mandril (c} from the proximal part into the
catheter. Coils may become lodged in lumen. delivery wire (d) to straighten the entire embolization coil
(Fig. 6).
6. Note: Remove the embolization coll cartridge {b) over the

proximal part.

PRODUCT DESCRIPTION

DISTAL PART (Fig. 1) PROXIMAL PART (Fig. 2)

a) Detachable Embolization Coil ¢} Straightening Mandril

b) Coil Loading Cartridge d) Coil Delivery Wire

¢ ¢} Straightening Mandril g) Pin Vise
d) Coil Delivery Wire 7. Place the pin vise (g) over the proximal part of the delivery wire
d (d) and lock the pin vise (g} (Fig. 7).

Fig. 1 [

| TusNTODETACH § ll— (continued

\1% :

Fig. 2 9

Questions? Contact FEACDORATOCTE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Flipper™ Detachable Embolization Coil
COOK INCORPORATED

Savaaa;

\ SUGGESTED INSTRUCTIONS FOR USE

1. Introduce the delivery wire {d) with the embolization coil {a) into
a selectively placed catheter. Advance the delivery wire (d) and
the embolization coil (a) under fluoroscopic control until the
distal end of the embolization coil {a) is positioned at the distal
end of the selective catheter but not beyond it. Note: Do not
rotate the delivery wifé (d} during insertion through the cath-
eter as inadvertent detachment of the smbolization coll within
the catheter might occur. Note: If the delivery wire tends to
straighten and dislocate the angiography catheter, the straight-
ening mandril (¢} can be slightly withdrawn to soften the tip of
the delivery wire.

2. Withdraw the straightening mandril (c) by a distance equal to,
or more than, the uncoiled length of the embolization coil (a)
(Fig. 8).

3. Advance the embolization coil (a} out of the tip of the selective
catheter (f} into its desired position in the vessel (h} being
embolized. Waming: It is important that the screw-thread g
assembly between the coll and delivery wire remains fully teee

) within the distal end of the catheter. This prevents kinking of
i this portion of the device. Kinking will make detachment from
the delivery wire difficult. {Fig. 8)

d Screw-Thread Assembly

Fig. 9

4. If the embolization coil (a} position is unsatis-
factory, pull the coil back into the catheter (f). Due
to the risk of already beginning clot formation on
the fibres, that will make detachment difficult, it is
recommended to exchange the embolization coil

H before continueing the procedure. Warning: if

; difficulties occur when detaching the emboliza-

tion coll, or if resistance is felt when withdrawing

the delivery wire, do not attempt to withdraw the
delivery wire. Remove the guiding catheter and
the delivery wire with the colil simultaneously -
and replace the whole system.

5. When the desired coil position is obtained, turn
the delivery wire (d) counter-clockwise using the
pin vise (g) until the coil is detached. Care should
be taken during this manoeuvre to ensure that the
screw-threads of the wire and coil remain within
the distal end of the catheter. Gentle traction on
the delivery wire (d) in between the turns will
determine whether detachment has occurred. (Fig.
10).

A Y s e e RO 01 &

6. Remove the delivery wire (d). If the proximal screw-thread of
the coil has not exited the tip of the catheter, it should be
pushed out using a floppy-tipped guide wire. Do not use the
screw-thread of the delivery wire as entanglement may occur.
Insert further embolization coils as required.

A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ATTACHMENT 2

SUBSTANTIAL EQUIVALENCE INFORMATION

WA

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

The Flipper™ Detachable Embolization Coil is similar to many devices already in commercial
distribution for arterial and venous embolization. These devices include an Embolization Coil
Positioner Set (Cook Incorporated), Hilal Embolization Microcoils (Cook Incorporated), the
Vascular Occlusion System (Cordis Endovascular Systems, Inc.), the Guglielmi Detachable Coil
(Target Therapeutics) and a Fibered Platinum Coil (Target Therapeutics). All devices are
introduced via the percutaneous method of entry using a catheter or microcatheter introducer.

The Embolization Coil Positioner Set was reviewed as substantially equivalent under D.C.
K940189 and is indicated for arterial and venous embolization. The device is constructed of
stainless steel and synthetic fiber with a coil wire diameter of 0.018 to 0.038 inches. The coils
are available in straight or curled shapes with an emboli size range of 2 to 20 mm. A push-button
release mechanism is the method of deployment.

Hilal Embolization Microcoils were reviewed as substantigllg \“ der D.C. K901337
and are indicated for the embolization of arteriovenoygDyiasnal \F
of the brain, spinal cord and spine. The device PR\

with a coil wire diameter of 0.018 inches. n\ 2 NG
with an emboli size range of 3 to 10 mm. D

the coil out of the catheter. Ow

The Vascular Occlusion System was reviewed as substantially equivalent under D.C. K983483
and may be used to reduce or block the rate of blood flow in vessels of the peripheral and
neurovasculature. It is intended for the interventional radiologic management of arteriovenous
malformation, arteriovenous fistulas, and other vascular lesions of the brain, spinal cord and
spine. The device is constructed of platinum and synthetic fiber with a coil wire diameter of
0.014 inches. The coils are available in straight, “C”, flat spiral and complex shapes with an
emboli size range of 2 to 10 mm. Deployment is achieved by a wire guide which pushes the
coils out of the microcatheter.

The Guglielmi Detachable Coil was reviewed as substantially equivalent under D.C. K951256,
K960705 and K962503 and is intended for embolizing certain intracranial aneurysms that -
because of their morphology, their location, or the patient’s general medical condition - are
considered by the treating neurosurgical team to be: a) very high risk for management by
traditional operative techniques, or, b) inoperable, and for embolizing other vascular
malformations such as arteriovenous malformations and arteriovenous fistulae of the neuro
vasculature. The GDC is also intended for arterial and venous embolizations in the peripheral
vasculature. The device is constructed of platinum with a coil wire diameter of 0.010 to 0.018
inches. The coils are available in a helical shape with an emboli size range of 2 to 20 mm. The
coils are deployed by electrolytic detachment from the wire guide.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \
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The Fibered Platinum coil was reviewed as substantially equivalent under D.C. K955293 and is
indicated for arterial and venous embolization in the peripheral vasculature. The device is
constructed of platinum and synthetic fiber with a coil wire diameter of 0.010" to 0.035". The
coils are available in the following shapes: straight, C-shaped, helical and complex helical. The
emboli size range is 2 to 30 mm. Deployment is achieved by a wire guide which pushes the coil
out of the catheter.

The Flipper™ Detachable Embolization Coil will be indicated for arterial and venous
embolization for the peripheral vasculature. The delivery wire will be constructed of stainless
steel with a diameter of 0.035". The stainless steel coils with synthetic fiber will be available in
curled shapes with a coil embolus diameter range of 3 to 8 mm. The coil is deployed when

interlocking threads between the coils and the delivery wire are crewed.
The similar indications for use and technological ch ® r™ Detachable
Embolization Coil as compared to the predica §les's %@1 ination of substantial

equivalency. ‘\0
\®

e which follows. Product information

A comparison of these devices is providgd §
1 lows.

concerning the aforementioned devices

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

W)o
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COOK INCORPORATED
COMPARISON TABLE
Flipper™ Embolization Coil | Hilal Embolization Vascular Guglielmi Fibered Platinum
Detachable Positioner Set Microcoils Occlusion System Detachable Coil Coil
Embolization Coil
K940189 K901337 K983483 K941256, K944293
K960705 and
K962503
Cordis
Cook Cook Cook Endovascular Target Target
Incorporated Incorporated Incorporated Systems, Inc. Therapeutics Therapeutics
Coil Material Stainless Steel with | Stainless Steel with | Platinum Coil with Platinum with Platinum Platinum with
Synthetic Fiber Synthetic Fiber Synthetic Fiber Synthetic Fiber Synthetic Fiber
Coil Wire 0.035, 0.038 0.018 t0 0.038 0.018 0.014 0.010t0 0.018 0.010 to 0.035
Diameter (in)
Coil Shape Curled Curled and Straight | Curled and Straight -shape, Helical Straight, C-Shaped,
d Helical & Complex
Helical
Coil Diameter 3to8 2t020 0 2t020 210 30
(mm)
Method of Screw mechanism )ush-button releas ushes Wire guide pushes Wire & coil are Wire guide pushes
mechanism j ugh coil through electrolytically coil through
Deployment catheter catheter detached catheter
Method of Percutancous using Percutaneous using Percutaneous using | Percutaneous using Percutaneous using Percutancous using
Introduction a catheter a catheter a catheter a microcatheter a microcatheter a catheter
introducer introducer introducer introducer introducer introducer
hndications for | Arterial and venous | Arterial and venous | Embolization of For the * See Substantial Arterial and venous
Use embolization for the | embolization arteriovenous interventional Equivalence embolizations in the
peripheral malformations and radiologic peripheral
vasculature other vascular management of vasculature
lesions of the brain, | arteriovenous ;
spinal cord and malformation,
spine. arteriovenous
fistulas, and other
vascular lesions of
the brain, spinal
|| cord and spine.
Sterilization Unknown Unknown Unknown
Packaging Unknown Unknown Unknown

Ul

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

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

COIL POSITIONING CATHETERS

— )

es. lntende:

Used to facilitate controlied release of Detachable Embolization Coils. The Coll Positioning Catheter aliows precise

positioningor repositioning of Detachable Embolization Colls within target vessels prior to deployment. The
embolization coil is deployed with the use of a plastic release handle. The positioning catheter is designed for use
with only Detachable Embolization Colls. Refer to Suggested tnstructions for Use supplied

instructions and placement recommendations. Supplied sterile in peel-open packag

with product for loading
d for single-procedure use.

i
COIL POSITIONING CATHETER

Quick
ORDER Outside REORDER
WUMBER Diamater  Leagth Remacks NUMBER"
ECPC-36-120 28 French  120em mmmmmunmw 227899
Detachable Embolization Colls
ECPC-38-120 28 French 120 cm mmmmmwmmm 237741
- Detachable Embolization Colls

mmwnmm«us&«m«-w.
Patent Numbers 6,354,623; 5.1}&153: 6A17,708

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

¥
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COOK INCORPORATED

EMBOLIZATION AND OCCLUSION

DETACHABLE EMBOLIZATION COILS

Used for embolization of selective vessel supply to arterio-venous malformations and other vascular lesions.
Detachable Embolization Coils are designed for use with the Coil Positioning Catheter to permit accurate and precise

delivery to the target vessel. Repositioning and withdrawal of the coil can be accomplished prior to coil release. The
detachable coils are available in platinum or stainless steel coil with spaced synthetic fibers to promote maximum
thrombogenicity. Refer to Suggested Instructions for Use supplied with Coll Positioning Catheter for loading
Instructions and placement recommendations. Supplied sterile in peef-open packages. intended for one-time use.

EXTENDED EMBOLUS

ettt

e ——————

e ———————————

EXTENDED EMBOLUS COILED EMBOLUS Quick
ORDER REORDER
NUMBER Diameter  Leagth Diameter Configuratl Remark NUMBER®
STAINLESS STEEL/increased radial strength
MWCED-35-3-4 035 Inch 3om 4 mm 2 loops 231608

-0.89 me) Detachable smbo-
- MWCED-35-3-6 035kch  3em & mm 2 to0ps tization colls are 231791
(0.89 mm) used with an appro-
MWCED-36-5-5 03%ich  Gom 5 mm 3 loops hole catheter. 231792
(0.89 men) pplied one sach
MWCED-35-6-8 035 tach Gom 8 mm 2 loops per package. 231293
(0.89 mm} )
. - MWCED-38-3-4 038 inch Som 4 mm 2 loops 237896
{0.97 mmi}
MWCED-38-5-5 H38 Inch Sem 5 mm 3 loops 237890 .
. {0.97 enm) N
MWCED-38-8-5 b38fach  Sem smm 4to0ps Datachable smbo- 237897
£0.87 mm} : Rzation colls ace -
MWCED-38-5-8 A%8iach  Sem smm 2 toops used with an eppro- 237896
{0.97 mm) m end
MWCED-38-8-8 o38iach  Som s mm 3 loops Supotied one sech 237891
{0.97 mml pec pach
MWCED-38-9-8 038lach  Sem s mm 3 loops - 237898
{ {087 mum} i
MWCED-38-10-8 .038 lnch 10em $ mm 4 loops 237899
(0.97 mm}
*The Qulck Reorder Number is for U.S.A. domestic use only.

. *Results of testing to assess MRl safety and compatibility using 2 1.5 Tesla scanner indicate platinum colls present no additional

risk or adverse effects In patients undergoing MRIL.

Patent Number 6,417,708

| U
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ’Z
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HILAL EMBOLIZATION MICROCOILS™

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

EMBOLIZATION AND OCCLUSION

HILAL EMBOLIZATION MICROCOILS™

STRAIGHT _ _ .

Used for embolization of selective vessel supply to arterio-venous malformations and other vascular lesions of the
brain, spinal cord and spine. Design of the Microcoils™ permits introduction through small, pre-positioned delivery
catheters. Coil design permits delivery into the target vessel by saline flush after initial advancement through the
straightest segment of the catheter using the wire guide. The coils are made of platinum, easily detected radiographically,
with spaced synthetic fibers to promote maximum thrombogenicity. NOTE: Microcoils™ may be used in conjunction
with particulate or liquid embolization materials. Final positioning of Microcoils™ creates a "platinum cast” effect
within the vessel lumen. Supplied sterile in peel-open packages. intended for one-time use.

S e

MICROCOIL™
Platinum with synthetic fibers

ORDER

NUMBER Length!  Configuration Remacks
MWCE-18-0.6-0-HILAL 5em Straight

MWCE-18-0.7-0-HILAL Jcm Straight pplied 2 each per pack
MWCE-18-1.0-0-HILAL 1.0 cm Stralght

MWCE-18-1.6-0-HILAL 15 em Stralght

10ther coll lengths avallable upon request.

DELIVERY CATHETER AND WIRE GUIDE RECOMMENDATIONS
FOR STRAIGHT AND CURLED MICROCOILS™

« Microcolls™ are recommended for use through » Wire guldes recommended for loading and positioning
catheters deslgned for use with .018 Inch (0.46 mm) Microcoils™ are TFE coated .018 Inch (0.46 mm}
diameter wire guldes and whose inner diameter diameter with flexible tapered tips. NOTE: COOK
(1D} does not exceed .027 Inch (0.69 mm) diameter. Order Numbers: TSFNB-18-180, TSFNC-18-180.
NOTE: COOK catheters appropriate for use are
nontapered N3.0B nylon catheter and T3.0 and o Refer to product insert for suggested instructions
T3.0S TFE catheters. for use.

 Microcolls™ are not recommended for use with
polyurethane or polyvinyichloride catheters.

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

HILAL EMBOLIZATION MICROCOILS™
. SINGLE-CURLED AND MULTIPLE-CURLED COIL CONFIGURATIONS

Used for embolization of selective vessel supply to arterio-venous malformations and other vascular lesions of the
brain, spinal cord and spine. Design of the Microcoils™ permits introduction through small, pre-positioned delivery
catheters. Coil design permits delivery into the target vessel by saline flush after initial advancement through the
straightest segment of the catheter using the wire guide. The coils are made of platinum, easily detected radiographically,
with spaced synthetic fibers to promote maximum thrombogenicity. NOTE: Microcoils™ may be used in conjunction
with particulate or liquid embolization materials. Final positioning of Microcoils™ creates a “platinum-cast” effect with-
in the vessel lumen. Supplied sterile in peel-open packages. intended for one-time use.

ULTI RLES
o MICROCOIL™ -

Platinum with

synthetic fibers .

EXTENDED COILED
EMBOLUS EMBOLUS
ORDER
NUMBER Dismaeter Length [ Configurati Remack
- - SINGLE-CURLED COIL CONFIGURATIONS
MWCE-18-1.0-3-HILAL 018 lnch (046 mm]__ 1.0cm 1 mm
MWCE-18-1.5-5-HILAL 018 inch (0.46 mm)  15em § mm st d Supplied 2 each
MWCE-18-2.1-7-HILAL 018 inch (0.46 mm]__ 2.1 em 7 mm ngle e per package
MWCE-18-3.0-10-HILAL O18lnch (045 mml _ 30em 10 mm
MULTIPLE-CURLED COIL CONFIGURATIONS
MWCE-18-2.0-2-HILAL 018lach (0.46 mm)  2.0em 2 mm
MWCE-18-2.0-4-HILAL 018 inch (0.46 mm] _ 20cm & mm
MWCE-1813,0-3-HILAL 018 Inch (0.46 mm] 3.0 em 3 mm
MWCE-

E-18-3.0-4-HILAL 018 Inch (0.46 mm| _ 3.0em 4 mm Supplied 2 each
MWCE-18-4.0-6-HILAL 018 Inch (0.46 mm} __4.0em ¢ mm Multiple cucls per package
MWCE-18-4.0-7-HILAL 018 tnch (0.46 mm) __4.0¢cm 7 mm
MWCE-18-6.0-5-HILAL 018 Inch (0.46 mm] 6.0 cm § mm
MWCE-18-6.0-7-HILAL 018 inch (0.46 mm]} 60 cm 7 mm
MWCE-18-6.0-10-HILAL "018 Inch (0.46 mm) 6.0 cm 10 mm

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

N

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

TRUFILL
Pushable Coil Vascular
Qcclusion System

TRUFILL Pushable Coils, TRUPUSH Coil
Pusher, TRANSIT and RAPIDTRANSIT

Microcatheters

Better Components Make TRUFILL Pushable Coils: TRUPUSH Coil Pusher:

a Better System Sophisticated Engineering and Durable, Dependable Performance
Cordis has now developed a push- Quality Construction is Evident « State of the art kink resistant nitinot wire
able coil vascular occlusion system in Every TRUFILL Pushable Coil retains its shape and virtually eliminates ’
that delivers dependable and -

consistent performance. The Cordis
TRUFILL pushable coil vascular
occlusion system and its components
are designed to surpass competing
products by providing increased coil
pusher durability with minimal coil
deployment force even after multipte
uses. TRUFILL pushable coils and the
TRUPUSH coil pusher are compatible
with .021* 1D infusion catheters such
as the TRANSIT and RAPIDTRANSIT
microcatheters.

« Dense nylon fiber construction
designed to increase thrombogenic
potential and maximize occlusion
characteristics.

« Integrated uniform nylon fiber distribu-
tion reduces frictional resistance for
easy deployment, and less tikelihood
of device fatigue.

« Soft coil design allows for ease of coll
deployment through the microcatheter
and potentially more coils to be
compacted into a lesion.

« Beaded atraumatic coil ends designed
to reduce vessel trauma and catheter
umen damage.

« Transparent introducer with tapered tip.
— Facilitates transition of coil into

catheter. :
— Reduces possibility of catheter
occlusion and lumen damage.
« Avallable in complex, flat spiral, straight
and C shapes, in a wide range of sizes.

TRUFILL Pushable Colls
Specifications

« Wire material: Platinum

« Fiber: Nyton

¢ Coil OD: 014

« Microcatheter compatibility: .021° 1D

« Coil pusher compatibility: .016” min OD

» Recommended coil pusher: TRUPUSH
coil pusher

¢ Recommended microcatheters:
RAPIDTRANSIT and TRANSIT families

coll pusher exchanges.

« Designed not to degrade even after
multi-coil deployments.

« Exclusive dual marker bands enhance

. alignment in microcatheter and coil
placement accuracy.

« Lubricious PTFE coating reduces coil
pusher insertion friction and enhances
durabifity.

« Blunted, soft .017* OD atraumatic tip
designed to:

- Maximize the surface contact with the
embolic coil.

— Minimize the possibility of micro-
catheter lumen damage from muttiple
coil deployments.

TRUPUSH Coll Pusher
Speclfications

« Constiuction: Nitinol core-to-tip design,
with dual tip markers — 3cm apart

» Overall length: 185 cm

e Taper length: 50cm

« Outer diameter: .016%.017" prox./distal

« Coatings: Lubricious PTFE coated
taper

« Microcatheter compatibility: .021° 1D

« Recommended microcatheters:
RAPIDTRANSIT and TRANSIT families

Questions? C
uestions? ‘antact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Interventional Neuroradiology

TRUFILL
Pushable Coil Vascular
Occlusion System

TRUFILL Pushable Coils, TRUPUSH Coil
Pusher, TRANSIT and RAPIDTRANSIT
Microcatheters

TRUFILL Pushable Coils

Straight Shape C Shape Fiat Spiral Shape Complex Shape
Price (per box).

Catalog Length in Each catalog number must
Number Shape Introducer, mm Size, mm be ordered by the box.*
633-000 Straight 2 2 $150.00
633-010 Straight 5 5 150.00
633-020 Straight 7 7 150.00
633-120 C 6 3 200.00
633-140 C 10 5 200.00
633-160 C 16 7 200.00
633-240 Flat Spiral 31 5 300.00
633-260 Hat Spiral 57 7 300.00
633-320 Complex 20 3 375.00
633-340 Complex 40 5 375.00
633-360 Complex 60 7 375.00
633-370 Complex 100 10 375.00

‘PadegedﬁvecdlspaboandwdliswpdbdhatmsparaﬂnybnhﬁoducerwﬂwsMet.

TRUPUSH Coil Pusher

Proximat Shaft OD .016 ——\ PTFE Sleeve Radiopaque Platinum Markers 3cm Apart Distal Tip 0D 017"
DX Z DT TTLLLLLLTLLLLLZLZTL TR,

1 T I 2L LLLLL g t'.
\ \ Stainless Steel Coil ———/
Superelastic Nitinol Corewire [+—— Taper Length S0cm
»
r Qverall Length 195¢cm

Price (per unit):
Catalog -Useable Each catalog number must
Number Length, cm Taper, cm be ordered In units of one (1).
‘ 632-774X 195 50 $135.00
- " AC
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 i 1ear  FVQ7
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GUGLIELMI DETACHABLE COIL®

W\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Flipper™ Detachable Embolization Coil
COOK INCORPORATED

US Pricing Etfective Fall 1835

TARGET

THERAPEUTICS”

WY

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

COOK INCORPORATED
GDC=10 Coil
Praduct Ne. Description Diameter x Length Micro-Catheter Campatibility Price per Unit (USS$)
341202 GDC-10 soft 2mm x 2em Tracker-10 $425.00
341203 GDC-10 soft 2mm x 3em Tracker-10 $425.00
341204 GDC-10 soft 2mm x 4cm Tracker-10 $425.00
341206 GDC-10 soft "2Zmm x 6ecm Tracker-10 $425.00
341208 GDC-10 soft Zmm x 8cm Tracker-10 $425.00
341303 GDC-10 soft Jmm x 3em Tracker-10 $425.00
341304 GDC-10 soft Imm x 4cm Tracker-10 $425.00
341306 GDC-W soft 3mm x 6ecm Tracker-10 $425.00
341308 GDC-10 soft 3mm x 8cm Tracker-10 $425.00
341310 GDC-10 soft 3mm x 10cm Tracker-10 $425.00
340204 GDC-10 2mm x 4cm Tracker-10 $425.00
340208 GDC-10 2mm x 8cm Tracker-10 $425.00
340304 GDC-10 3Jmm x 4cm Tracker-10 $425.00
340306 GDC-10 3mm x 6cm Tracker-10 $425.00
340308 GDC-10 3mm x 8cm Tracker-10 $425.00
340312 GDC-10 3mm x 12em Tracker-10 $425.00
340406 GDC-10 4mm x G6cm Tracker-10 $450.00
340410 GDC-10 4mm x 10cm Tracker-10 $450.00
340510 GDC-10 Smm x 10cm Tracker-10 $450.00
340515 GDC-10 Smm x 15cm Tracker-10 $450.00
340610 GDC-10 6mm x 10cm Tracker-10 $475.00
340(:7.0 GDC-10 6mm x 20cm Tracker-10 $475.00
340710 GDC-10 7oom x  10cm Tracker-10 $475.00
340710 GDC-10 7mam x 30cm Tracker-10 $475.00
340810 GDC-10 8mam x 10cm Tracker-10 $475.00
340820 GDC-10 8mm x 20cm Tracker-10 $475.00
340830 GDC-10 8mm x 30cm Tracker-10 $475.00
340915 GDC-10 9mm x 15cm Tracker-10 $475.00
340940 GDC-10 9mm x 30cm Tracker-10 $475.00
340143 GDC-10 10mm x 30cm Tracker-10 $500.00

Taucget Therapeutics @ 47201 Likeview Bautevard, Fremone, Calitoenin, 945 38 ¢ 800 345.2498

W



Flipper™ Detachable Embolization Coil
COOK INCORPORATED

510(k) PrER&eKes RoeimRaaeshunder FOIA Request # 2015-6317; Released by CDRH on 11278-2015

Product No.

351204
351208

351304
351308

351406
351410

350515
350520

350620
350730

350820
350830

350915
350930

350103
350123
350143
350163
350183

350203

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

Description
GDC-18 soft
GDC-18 soft

GDC-18 soft
GDC-18 soft

GDC-18 soft
GDC-18%ft

GDC-18
GDC-18

GDC-18
GDC-18

GDC-18
GDC-18

GDC-18
GDC-18

GDC-18

GDC-18

GDC-18
GDC-18
GDC-18

GDC-18

Target Therapeutics © 47201 Lakeview Baulevard, Fremont, California, 9453

Diameter x Length
2mm x 4cm
2mm x 8cm

3mm X 4cm
Imm x 8cm

4mm x 6cm
4mm x 10cm

Smm x 1Scm
Smm x 20cm

6mm x 20cm
Tmm x 30cm

S8mm x 20cm
8mm x 30cm

9mm x 15cm
9mtr§ x 30cm

10mm x 30cm
12mm x 30cm
I4mm x 30cm
16mm x 30cm
18mm x 30cm

20mm x 30cm

GDC-18 Cails

Micro-Catheter Compatibility
Tracker-18
Tracker-18

Tracker-18
Tracker-18

Tracker-18
Tracker-18

Tracker-18
Tracker-18

Tracker-18
Tracker-18

Tracker-18
Tracker-18

Tracker-18
Tracker-18

Tracker-18
Tracker-18
Tracker-18
Tracker-18
Tracker-18

Tracker-18

Price per Unit (USS)
$425.00
$425.00

$425.00
$425.00

$450.00
$450.00

$450.00
$450.00

$475.00
$475.00

$475.00
$475.00

$475.00
$475.00

$500.00
$500.00
$500.00
$535.00
© $535.00

$535.00

B o 300 345-2498

WW
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Flipper™ Detachable Embolization Coil
COOK INCORPORATED
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TARGET
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Flipper™ Detachable Embolization Coil

COOK INCORPORATED
GDC® 30 SHAPE
Product No. Descrption
345304-3 GDC-103D Shape
345306-3 GDC-103D Shape
345406-3 GDC-10 3D Shape
345408-3 30DC-10 3D Shape
345610-3 GDC-10 3D Shape
345615-3 GDC-10 3D Shape
345820-3 GDC-10 3D Shape
345103-3 GDC-1030 Shape
355615-3 GDC-18 3D Shape
355825-3 GDC-18 30 Shape
355103-3 GOC-18 3D Shape
355123-3 GDC-18 3D Shapa
355143-3 GDC-18 30 Shape
355163-3 GOC-18 3D Shape
355183-3 GDC-18 3D Shape
3556203-3

GDC 2-D‘AMETER The GOC 2-Dismeter’s first 1.5 loaps are 25% of tha stated helical coi

Prod. No.

342308-3
342410-3
342515-3
342620-3
342725-3
342830-3
342930-3
342103-3

352520-3
352620-3
352730-2
352830-3
352930-3
352103-3
352123-3
352143-3
352163-3
352183-3
352203-3

GDC-18 3D Shape

Description

GDC-10 2-Diamster
GDC-10 2-Diameter
GDC-10 2-Diameter
GDC-10 2-Diameter
GOC-10 2-Dlameter
GDC-10 2-Diameter
GDC-102-Diameter
GDC-10 2-Diameter

GDC-18 2-Diamater
GDC-18 2-Diameter
GDC-18 2-Diameter
GDC-18 2-Oilemeter
GDC-18 2-Diameter
GDC-18 2-Diameter
GDC-18 2-Diametar
GDC-18 2-Diameter
GDC-18 2-Diameter
GDC-18 2-Diameter
GDC-18 2-Diameter

Bo

Big Loop
0D
3mm
3mm
4mm
4mm
gmm
6mm
amm
10mm

smm

smm

10mm
12mm
14mm
16mm
18mm
20mm

Helical Cait

Diameter

3mm
4mm
Smm
6mm
Tmm
8mm
Smm
1omm

Smm
6mm
7mm
8mm
Smm
10mm
1Zmm
14mm
1emm
18mm
20mm

detachable

] introducer

3D shape & 2-

Lengthin

4cm
Gcm
fcm
8cm
10cm
15cm
20cm
30em

15¢m
25¢cm
30em
30cm
30cm
30cm
30cm
30cm

Lengthin
frtroduce

8cm

10cm
1bem
20cm
25cm
30cm
30cm
30cm

20cm
20cm
30cm
30cm
30em
30cm
30cm
30cm
30cm
30cm
30cm

ston Scientific / Target = Customef Service: 800/345-2498

| diameter.

Recommendad
2Tip Catheter 1D

018"
015”
015"
0157
0187
0157
015"
01%”

020"
020"
020"
0207
020"
0207
020"
020"

Recommendad

_2Tip Cathewr 10

01587
0187
0157
015"
08"
0%
0187
016"

020°
0207
020"
.020”
0207
0207
.020”
020"
020"
020"
020"

. t' ] Fax: 800/261-2143
uestions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

diameier

Price per
_ Cuit$

825.00
825.00
850.00
850.00
§75.00
875.00
875.00
800.00

876.00
875.00
900.00
$00.00
$00.00
935.00
935.00
936.00

Price per
Qoi‘ s

440.00
465.00
465.00
490,00
490.00
490.00
490.00
515.00

440.00
480.00
490.00
490.00
430.00
515.00
515.00
515.00
550.00
550.00
$50.00

b
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COOK INCORPORATED

standard GDC

GDC® STANDARD

Ptod. Na. Description Helical Cofl Length in Racommanded Price per
o ] Diametsr Irtroducer 2 Tip Catheter 1D Coll §
340204-3 GDC-10 Standard 2mm dcm 016" 425.00
340208-3 GDC-10 Standard 2mm Bem 0157 425.00
340304-3 GDC-10 Standard 3mm acm 0187 425.00
340306-3 GDC-10 Stendard 3mm 6em 018" 425.00
340308-3 GDC-10 Standard 3mm 8cm 015”7 42500
340312-3 GDC-10 Standard 3mm 12cm 018" 425.00
340406-3 GDC-10 Standard 4mm Gem 0157 450.00
340410-3 GDC-10 Standard 4mm 10cm 05 450.00
340510-3 GDC-10 Standard smm 10cm 0s” 450.00
340515-3 GDC-10 Standard Smm 15cm 015" 450,00
340610-3 GDC-10 Standard 6mm tocm 015” 475.00
340620-3 GDC-10 Standard 6mm 20cm 015" 475,00 ,
340710-3 GDC-10 Standard Tmm 10cm 018" 47500 7
340730-3 GDC-10 Standard Tmm 30cm 0157 475.00
340810-3 GDC-10 Standard 8mm 10cm 015" 475.00
340820-3 GDC-10 Standard Bmm 20cm 016" 47500
340830-3 GDC-10 Swandard 8mm 30cm 018" 500,00
350515-3 GDC-18 Standard Smm 15em Qa0 45000
350520-3 GDC-18 Standard 5mm 20cm Q20" 450.00
350620-3 GDC-18 Standard émm 20cm 020" 475.00
350730-3 GUC-18 Standard Tmm 30cm 020" 475.00
350820-3 GDC-18 Standard 8mm 20cm 020" 47500
350830-3 GDC-18 Standard 8mm 30om 020" 476.00
350915-3 GDC-18 Standard Imm 15cm 020° 476.00
3509303 GDC-18 Standard 9mm 30cm - 020" 476.00
3501033 GDC-18 Standard 10mm 30cm 0207 500.00
850123-3 GDC-18 Standard 12mm 30cm 020" S00.00
350143-3 GDC-18 Standard 14mm em 020" 600.00
350163-3 GDC-18 Standard 16mm 3ocm o” 5§35.00
350183-3 GDC-18 Standard 18mm 30cm 020" 535.00
350203-3 GDC-18 Standard 20mm 30cm .0z0" 535.00

S

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

Boston Scientific / Target *

Customer Service: B00/345-2498 Fax: 800/261-2143

w!
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Flipper™ Detachable Embolization Coil

COOK INCORPORATED
GDC soft & saft SR
" GDC*® SOFT
Prod. No. Description Heflical Coil Lengthin Aecommended
Diameter Intraducer 2 Tip Cathetse 1D
341202-3 GDC-10 Soft 2mm 2cm 015"
341203-3 GODC-10 Soft 2mm 3cm 0157
341204-3 GDC-10 Soft Zmm 4cm 015"
341206-3 GDC-10 Saft 2mm Bem 015"
341208-3 GDC-10Q Soft 2mm gecm 015"
341303-3 GDC-10 Soft 3mm 3cm 018"
341304-3 GDC-10 Soft 3mm 4cm 018"
341306-3 GDC-10 Soft 3mm 6cm 0s°
341308-3 GDC-10 Soft 3mm gcm 015"
341310-3 GDC-10 Soft 3mm 10cm 018"
341404-3 GDC-10 Soft 4mm 4cm 0187
341406-3 GDC-10 Soft 4mm Gem 015”7
341408-3 GDC-10 Soft Amm 8cm .01%”
351204-3 GDC-18 Soft 2mm 4cm Q020"
351208-3 GOC-18 Soft 2mm gem 020"
351304-3 GDC-18 Soft 3mm 4cm 020"
351308-3 GDC-18 Soft 3mm 8cm 020"
351406-3 (GDC-18 Soft &mm 6em 020"
351410-2 GOC-18 Saft 4mm 10cm 020"

D 351508-3 GDC-18 Saft Smm 8em 0207
351612-3 GDC-18 Soft smm 12cm 020"
351610-3 GOC-18 Soft smm 10cm 020
3651615-3 GDC-18 Soft smm 15cm 020"

. GDG-10 SOFT SR (STRETCH RESISTANT)

Prod. No. Description Helical Coll Langthin Recormmended

_ ' Diameter Introducer AL Cathater 1D
341201-SR GDC-10 Soft SR 2mm lcm 015
341202-SR GDC-10 Soft SR mm 2cm 015"
341203-SR GDC-10 Soft SR 2mm 3cm a1s”
341204-SR GDC-10 Soft SR 2mm 4cm 05"
341206-SR GDC-10 Soft SR 2mim 6cm 0157
341208-SR GDC-10 Soft SR 2mm 8cm 018"

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOIASTATUS—@fda.hhs.gov or 301-79é-81 18

Boston Scientific / Target » Customer Service: 800/345-2498 Fax: 800/261-2143

Price per
Coit§

425.00
42500
425.00
425.00
425.00
425.00
425.00
425.00
425.00
475.00
450.00
450.00
450.00

425.00
425.00
425.00
425.00
450.00
450.00
450.00
450.00
475.00
475.00

Prica par
Call§_

625.00
625.00
625.00
625.00
625.00
625.00

"
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Flipper™ Detachable Embolization Coil
COOK INCORPORATED

FIBERED PLATINUM COIL

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 U\C7
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Flipper™ Detachable Embolization Coil
COOK INCORPORATED

¢ Arteriovenous malformations
* Arteriovenous fistulas

* Vein of Galen

¢ Tumor embolization

¢ Trauma

Polyester Fiber promotes thrombosis.

Platinum Fibered Coils are MRI
compatible and non-ferromagnetic.

Complex helical design permits
complete spatial filling,.

Radiopaque for easy visualization.

Polished, soft coil tips minimize
vessel wall trauma.

Secure interwoven fiber attachment.
Coil Pusher for controlled delivery.

Available in a variety of sizes and
shapes.

Desé&ned for use with Tracker®-18 and
Tracker®-18 Unibody™ Infusion
Catheters.

¢ The Vascular Occlusion System, allows
superselective delivery of Polyester Fibered
Coils to the smallest vasculature. The coils are
indicated for preoperative vaso-occlusion and
site specific flow reduction of vascular abnor-
malities in the central nervous system.

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

{0
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Flipper™ Detachable Embolization Coil
COOK INCORPORATED

Kit No./ Coiled Diameter/ Unrestrained Diameter/
Product No. Length in Introducer Length Configuration
522044/312044 4 mm x 40 mm 7 mm x 10 mm Complex Helical
522055/312055 5 mm x 50 mm 8 mm x 12 mm Complex Helical
SIIEA522066 /312066 6 mm x 60 mm 10 mm x 14 mm Complex Helical
SIEN522077 /312077 7 mm x 70 mm 11 mm x 17 mm Complex Helical
314210* 20 mm x 100 mm 20 mm Helical
_ 314310* 30 mm x 100 mm 30 mm Helical

The Vascular Occlusion System(Kit) contains fiv

ducer cannula and individually ste

* Not available in kit form.

1. Connect a continuous flush between the guiding catheter

and Tricker®-18 Infusion Catheter.
2. Advance catheter to desired site.

3. Remove the coil retaining wire from the coil introducer.
Wet the interior surface of the coil introducer prior to

insertion.

4 Insert the coil introducer with the preloaded coil into the i
luer fitting. Using the plunger provided in the coil pouch,
slowly advance the coil completely through the introducer

and into catheter shaft.

*5. Once the coil has entered the catheter shaft, remove the

introducer and plunger from the catheter luer hub.

F075 3/92

@ coils and one Coil Pusher. Coils are each loaded in an intro-

rile pouched. Coils can also be ordered in a box of 5 without a Coil Pusher.

6. Use the stainless steel end (proximal end) of the Coil

Pusher to advance coil approximately 1/4 (one quarter)

of catheter's total length.

7. Thread the floppy end of the Coil Pusher into the
catheter luer fitting. Continue to advance the coil through

TARGET

THERAPEUTICS
47201 Lakeview Bivd.
Fromool, CA HSX#-450
NGRS G170
00 MU

the catheter and carefully deposit coil. Hold the catheter
n place while depositing the coil to prevent catheter tip
movement. Once the coil has been deposited, discontinue
advancing the coil pusher and remove the catheter.
8. Additional coils may be placed ino the same or other
sites by repeating the above procedure.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Key to symbols
3= Hydcophilic Coating

pushable coils .- ’

)

YORTX-35 COILS
Prod. Ko. Uescription ~ Apex Base Length of Call  Unrestrained Recommended Price par Bax
Diameter  Diameter I lniroducer Coil Leagth Cathetec of 6Cois §
we 373204 VortX-35 Col 20mm 4 3mm £ Hmm 0.038"0 21500
ww 373305  Vort¥-35 Col 30mm §.0mm 35mm 4.5mm 003810 21500
ww 373306 VortX-35 Cell 30mm 6.0mm §3mm §.0am 003870 7500
we JTR0T VortX-35 Codl 30mm T0mm Glmm 55mm 0.03810 2150

BERED PLATINUM EMBOLZATION COILS

‘Prod. No. Bescription - SecondaryCoil  Lengthof CoX Unresiralned  Recommended Price per Bax
' Dameter n Introduces Codl Length Catheter of 5 Cots§
M2t 635 Fibered Coll 3mm Wmm 13mm 0.038°i0 2500
§1302 135 Fibered Col 3mm 2mm 26mm 0.036" I0 250
12304 035 Fbered Col 3mm A0mm 52mm 0.038° 10 2500
403 035 Fibrered Call 4mm 30mm 29mm 0036° 10 22500
302503 035 Fibered Col Smm 30mm 2mm 0.038" 10 250
05 435 Fibered Col Smm §0mm 4fxam 0038" 10 2250
$T2604 535 Fibered Col 6mm 40mm 26mm 0036" 10 2500
04 035 Fibered Col ~ Tmm 40mm 23mm 0.036° 10 2500
312906 035 Fibered Coll Smm 60mm 2Tmm 0038 10 22500 ‘
)
17 Target Therapeutics * Customer Service * Ph: 800/345-2408 Fax: 800/261-2143

/
| 14
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 5
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COOK INCORPORATED
Key 1o symbols LT ~ . _
I3 = Fiydrophiic Coating . pushable COllS:.;i.-
. 18 Systems

0.018" BRAIDED OCCLUSION DEVICE
Prod. No. Descrigtion Secondary Lengthin . Unrestrained Configuration  Recommended Price per Box

Coil Diameter lntroducer  Coil Length Micro-catheter _ of 10 Coils §
332005 0018 BOD Coils Straight Smm 5mm Straight Fatader/ inbatader 8 31000
332007  0.018" BOD Cails Straight Tmm Tmm Straight Faader / rboader 8 37000
232010 0016* BOD Coils Straight 10mm 10mm Straight Fatader / iboder B 37000
© 332308 0018 BOD Cails 3mm 8mm 3mm C-Shaped Feader / ke B 42000
332514 0.018" BOD Cails Smm 14mm Smm C-Shaped Fatader [ rtnader 8 42000
337120 0.018" BOD Calls Tmm 20mm Tmm C-Shaped Facter | Tnbider B 42000
432128 0.018" BOD Cails 10mm 28mm 10mm C-Shaped Faadter { ieborder B 42000
10 Systems ]
0.010" FIBERED PLATINUM 0.010" Fibered Platinum Cofs are packaged 6 coils per box; Gt includes box of 6 coils with & Coil Pusher-10.
Prod. Ho. Descriptipn  Secondary Leagth in  Unrestrained Conliguration Recommended Price per Box
Coll Diameter Introducer  Coil Length Micro-catheter of 5 Coils / Kit
» Price §
920002 /540002  0.010" Fibered Colls  Straight 2mm 2mm Straight Fatder [ Teder 1) 1710.00/275.00
429005 / 540005  0.010° Fibered Calls  Straight Smm Smm Straight faskder / ader0 110.00/275.00
322037 /540037  0.010° Fibered Colls  3mm Tmm 3mm CShaped  Fsader [ Tader) 110.00/27500

COiL PUSHERS

Prod. No. Description Total Leagth Catheter Compatibility Price ger
. i Unit
401210 Coll Pusher-10 MTem FasTracker / Tracker-10 10500
waestpedmmumdmhgeoldéﬁv«y.wemeomﬂwndm.ppmpﬁa&dyetedwmsher
Target Therapeutics « Customer Service ¢ Ph: 800/345-2498 Fax: 800/261-2143 16

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

16

pushable coils

Key to symbols

= Hydrophilic Coating

18 Systems
YORTX DIAMOND SHAPE COILS
Prod. No. Description Smal Secondary  Large Secondary - Length of Cokl Unrestrained  Recommended Price per Box
Diameter Kameter nktroducer  Cod Length  Micro-catheter of5Cols §

382203 Vorlx Diamond Shape Coll  2mm 3mm 23mm 33mm  Fauder/ Tofader® 33500

362204  Vortx Diamond Shape Call  2mm {mm {imm 3Tmm  Folade/Tuiizder® 39500

282205  Vortx Diamend Shape Col  2mm Smm §8mm 55mm  Fotader/rbdbader B 33500

362206  Vortx Diamond Shape Coil  2mm Smm 80mm 67mm  FaFader/Uboiader B 39500

YORTX-18 COILS

Prod. No.  Descigtion Apex Base Length of Call  Unrestrained Recommended Price per Box
: Diameter Diameter I ntroducer Coll Length  Micro-catheter of 6 Colls §

381203 Vortx-18 Coll 2mm 3mm Z2mm 25mm  Fehoe/ idtder B M

381204  Vortx-18 Coll 2mm 4mm 42mm 0mm  Fetade/ rbiiader® B0

381205  Vortx-18 Col a2mm Smm 60mm 55mm  Foder/Tabadec B wnm
381206 Yortx-18 Col 2mm Gmm g5mm 65mm  Feide/itdder® 3600

018" FIBERED PLATINUM COILS oot€ Mm%mmdﬁwkp«bml@wbu

of 5 colis with & Col Pushex16.

Prod. NoJiGt No. Description  Secondary tengthln  Unrestralned Configuation Recommended Box of § Colls!
Coll Diameter lntroducer Coll Leagth Kit Price §
312002/ NoKit  0.018" Fibered Colis  Streight 2mm 2mm Stralght e ibtde®  BNKR
312005/ Ho Kit  0.016" Fibered Colls  Straight Smm Smm Straight hdeliddded  BO/RK
$12021 /522021  0018" Fhered Colls  2mm Wmm Smm Complex Helical - Reldar/idider® 2000/ 350
310227522022 Q018" Fihered Cols  2mm 2am dmm Complex Helical  Felder/Urkder®  HOVIESN
312033 /622033  0.016" Fibered Cols 3mm Smm Complex Hefical  Feflader [ Ubader B ptitfp iy
- $12043 /622043 0015 Fbered Colis  4om 30mm Tom Complex tielical  FfadarTabifadr B %0
212044 7622044 OR18” Fibered Cols  4mm 40mm Wavm Complex Helical  Feltader{Trkader B $EN/NN
312055 /622055 G016" Fhered Cols B §0mm - 12mm Complex Helical  Feldar/Bkdec®  E0/ERD
312066 / 622066  0.018" Fibered Colls ﬁmm 60mm Umm Complex flefical  Fustadar/ Urbiladr B $50/ (00
12071 / 82m 0.018" Fibered Calis T0mm Mmm Complex Helical  Feftader/shiader B sENImN
S0/ Nakit 0018 Veln of Galen mmm Wimm 20mm Hefical fhder /it WOVKR
N0/ Ko kit  0018° Veln of Gzlen  0mum W00man 30mm Helical I Ubfde®  SURR
COIL PUSHERS
Prod. Ne. Description Yotal Length Catheter Compafibiity m ger
401216 ol Pusher-15 em FasTracker / ToboTracker 18 8500
401316 Coll Pusher-16 195cm FasTracker / YurboTracker 18 10000
For best performance dmhgcoﬁde&very.wemcomndunappmpna' tely sized Coll Pusher
Target Therapeutics *

Customer Service ¢ Ph: 800/345-2498 Fax: 800/261-2143

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

“
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ATTACHMENT 3

DEVICE DESCRIPTION

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



510(k) PRaneristiNadifssstionnder FOIA Request # 2015-6317; Released by CDRH on 11-$8-2015
Flipper™ Detachable Embolization Coil
COOK INCORPORATED

Device Description

The Flipper™ Detachable Embolization Coil will be purchased as an assembly from

which verifies that the company has a Quality System in place to control the
manufacturing of this device. Incoming Quality Control procedures at COOK
INCORPORATED will ensure that the devices meet the required specifications. Sterilization
will be performed at COOK INCORPORATED.

The Flipper™ Detachable Embolization Coil is used for arterial and venous embolization for the
peripheral vasculature. This device is used in conjunction with the Flipper Detachable Coil
Delivery Wire. The detachable coil delivery system provides safe delivery of embolization coils
where the size of embolization coil is difficult to predete . Thegmbolization coil is
deployed when the interlocking threads between the ced 3 wire are “unscrewed”
by turning the delivery wire handle. This device d is intended for one-time

10€
use.
acaad

The embolization coils are contained in artridge. The embolization coils are
manufactured using stainless steel wire wj
coil, straightening mandril and a hand}:
braiding soldered to a stainless steel A

manufactured using stainless steel.

ire with TFE coating. The straightening wire is

The device will be available in the following sizes and is compatible with catheters of 80 and 110

cm lengths.

Delivery Wire Diameter 0.035"

Extended Embolus Diameter 0.035"

Coil Length 3cm, 4cm, Scm, 6¢cm, 8cm, 10cm,
12cm

Coil Embolus Diameter 3mm, Smm, 6.5mm, 8mm

A diagram is provided on the following page.

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

%
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ATTACHMENT 4

PERFORMANCE DATA

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

Conclusion:

Tensile Test: Coil Thread/Delivery System

Purpose:

Conclusion:

I ire t i 1d int

Purpose:

Conclusion:

Copies of these test reports for the aforementioned performance tests are included on the
following pages.

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

"l\'\\’
RE STEORN

<)
URRY PIKE
GTON, IN 47402

SUBMISSION DATE:

9-21-99

TESTED BY:

PRODUWN GINEER

COOK INCORPORATED
925 S. CURRY PIKE
BLOOMINGTON, IN 47402

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

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

See sheet titled “Overall Evaluation Ratings™ next page.

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

bV



Jackson Detachable Coil Delivery System

Project #

"FLIPPER"
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Overall Evaluation Ratings

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

b

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

JACKSON DETACHABLE COIL SYSTEM “FLIPPER”

TEST

prOJECT # [

TEST ARTICLES:

YPGULATORY AFFAIRS

@“‘ OOK INCORPORATED
925 S. CURRY PIKE

BLOOMINGTON, IN 47402

SUBMISSION DATE:
9-27-99
TESTED BY:
TEST

&

COOK INCORPORATED
925 S. CURRY PIKE
BLOOMINGTON, IN 47402

T

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

GENERAL DESCRIPTION OF THE TEST

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 lﬂ7
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Tensile Test of Coil / Delivery_

Experimental Results

Result Summary

Conclusion

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 [.{?%
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STUDY TITLE:

JOINT

TENSILE
PROJECT

TEST ARTICLES:

SUBMISSION DATE:

10-1-99

TESTED BY:

TESTING & RELIABILITY ENGINEER

PRODUCT DEVELOPMENT ENGINEER
COOK INCORPORATED
925 S. CURRY PIKE
BLOOMINGTON, IN 47402

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 [0 tt
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PURPOSE OF THE TEST

GENERAL DESCRIPTION OF THE TEST

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 }0
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 q \
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Result Summary

Conclugg

e

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 () 5
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ATTACHMENT 5§

BIOCOMPATIBILITY INFORMATION

™

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

The firm has extensive biocompatibility data which supports the material’s suitability for use in
these medical devices. The biocompatibility tests which have been performed adhere to the
requirements listed in the International Standard ISO 10993-1 Biological Evaluation of Medical
Devices - Part 1: Guidance on Selection of Tests. The test requirements for the coils, which are
categorized as permanent implant with a contact duration of > 30 days, include the following.

—

Test Performed Test Number Test Results

Test Performed Test Number Test Results

The test results provide assurance these materials are nontoxic and suitable for use in medical

devices. \'

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ') j_'
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T

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




























































































































































































































































































































































510(k) Provurket otifieationinder FOIA Request # 2015-6317; Released by CDRH on 11482015
Flipper™ Detachable Embolization Coil

COOK INCORPORATED

ATTACHMENT 6

PACKAGING AND STERILIZATION

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

The Flipper™ Detachable Embolization Coil is supplied sterile and is intended for one-time use.
It will be packaged in pouch. These packaging
materials are currently used for other COOK products in commercial distribution. Testing of
these packaging materials has been performed. The packaging configuration and the material
provides an acceptable bacterial barrier and 3 years is an appropriate sterility expiration period.

Sterilization

The Flipper™ Detachable Embglization Coil will be sterilized using an [ GTGTGcGcNGNGNGG
. The methods used to validate the Vi

sterilization cycle are described in the

The sterilization process which will be used for the Flipper™ Detachable Embolization Coil is
the same as that used for other COOK devices currently in commercial distribution.

Pyrogen

COOK INCORPORATED does not label devices “Pyrogen Free”. [ENNNTNTNTNTNNNGEGEGEGEE

assures apyrogenicity of medical devicgs based upon Good Manufacturing Practice and Quality
Systems which ensure low microbial léyvels (bioburden) on the product.

\G?
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 1
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ATTACHMENT 7

510(K) SAFETY AND EFFECTIVENESS INFORMATION

™

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

Submitted By: Karen Bradburn
Regulatory Affairs Coordinator
COOK INCORPORATED
925 South Curry Pike
P.O. Box 489
Bloomington, IN 47402
(812) 339-2235

Device: Flipper™ Detachable Embolization Coil
Device, Embolization, Arterial (79KRD)
21 C.F.R. Part 870.3300

Predicate Devices

Device Description

The Flipper™ Detachable Embolization Coil is used for arterial and venous embolization for the
peripheral vasculature. This device is used in conjunction with the Flipper Detachable Coil
Delivery Wire. The detachable coil delivery system provides safe delivery of embolization coils
where the size of embolization coil is difficult to predetermine. A handle facilitates manipulation
and provides safe and easy detachment of embolization coils. This device is provided sterile and
is intended for one-time use.

The Flipper™ Detachable Embolization Coil consists of the embolization coils and the delivery
wire. The embolization coils are manufactured using stainless steel wire with synthetic fibers.
The delivery wire is manufactured using stainless steel with TFE coating. The device will be
available in the following sizes and is compatible with catheters of 80 and 110 cm lengths.

Delivery Wire Diameter 0.035"

Extended Embolus Diameter 0.035"

Coil Length 3cm, 4cm, Scm, 6cm, 8cm, 10cm,
12cm

Coil Embolus Diameter 3mm, Smm, 6.5mm, 3mm

/CB
—

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

The Flipper™ Detachable Embolization Coil is similar to many devices already in commercial
distribution for arterial and venous embolization. These devices include an Embolization Coil
Positioner Set (Cook Incorporated), Hilal Embolization Microcoils (Cook Incorporated), the
Vascular Occlusion System (Cordis Endovascular Systems Inc.), the Guglielmi Detachable Coil
(Target Therapeutics) and a Fibered Platinum Coil (Target Therapeutics). All devices are
introduced via the percutaneous method of entry using a catheter or microcatheter introducer.

The Embolization Coil Positioner Set was reviewed as substantially equivalent under D.C.
K940189 and is indicated for arterial and venous embolization. The device is constructed of
stainless steel and synthetic fiber with a coil wire diameter of 0.018 to 0.038 inches. The coils
are available in straight or curled shapes with an emboli ize range of 2 to 20 mm. A push-button

release mechanism is the method of deployment. )
A&

? ﬁs@,ﬂﬁly equivalent under D.C. K901337
rerfius malformations and other vascular lesions
of the brain, spinal cord and spine. 1ce {5 constructed of platinum and synthetic fiber
with a coil wire diameter of 0.018 i . Q’fﬁje coils are available in straight and curled shapes
with an emboli size range of 3 to 10 gﬁ’l‘ff"‘beployment is achieved by a wire guide which pushes

Rt

the coil out of the catheter. {

Hilal Embolization Microcoils were review
and are indicated for the embolization

The Vascular Occlusion System was reviewed as substantially equivalent under D.C. K983483
and may be used to reduce or block the rate of blood flow in vessels of the peripheral and
neurovasculature. It is intended for the interventional radiologic management of arteriovenous
malformation, arteriovenous fistulas, and other vascular lesions of the brain, spinal cord and
spine. The device is constructed of platinum and synthetic fiber with a coil wire diameter of
0.014 inches. The coils are available in straight, “C”, flat spiral and complex shapes with an
emboli size range of 2 to 10 mm. Deployment is achieved by a wire guide which pushes the
coils out of the microcatheter.

The Guglielmi Detachable Coil was reviewed as substantially equivalent under D.C. K951256,
K960705 and K962503 and is indicated for embolization of intracranial aneurysms,
arteriovenous malformations, arteriovenous fistulae and arterial venous embolizations in the
peripheral vasculature. The device is constructed of platinum with a coil wire diameter of 0.010
t0 0.018 inches. The coils are available in a helical shape with an emboli size range of 2 to 20
mm. The coils are deployed by electrolytic detachment from the wire guide.

The Fibered Platinum coil was reviewed as substantially equivalent under D.C. K955293 and is
indicated for arterial and venous embolization in the peripheral vasculature. The device is
constructed of platinum and synthetic fiber with a coil wire diameter of 0.010 to 0.035 inches.
The coils are available in the following shapes: straight, C-shaped, helical and complex helical.
The emboli size range is 2 to 30 mm. Deployment is achieved by a wire guide which pushes the
coil out of the catheter.

J
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \Cua
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The Flipper™ Detachable Embolization Coil will be indicated for arterial and venous
embolization for the peripheral vasculature. The delivery wire will be constructed of stainless
steel with a diameter of 0.035 inches. The stainless steel coils with synthetic fiber will be
available in curled shapes with an coil embolus diameter range of 3 to 8 mm. The coil is
deployed when interlocking threads between the coils and the delivery wire are unscrewed.

Performance Data

The following tests have been performed to evaluate the ability of the Flipper Detachable
Embolization Coil to perform in accordance with the requirements of the design plan.

& In-Vitro Performance Test: Loading, Passage and Deployment

tested to assure conformance to
in the peripheral vasculature.

0
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \C‘ )



510(k) Préiasexds Novifastshunder FOIA Request # 2015-6317; Released by CDRH on 11188-2015
Flipper™ Detachable Embolization Coil
COOK INCORPORATED

ATTACHMENT 8

TRUTHFUL AND ACCURATE STATEMENT

\.Ol(l

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

Premarket Notification Truthful and Accurate Statement
(as required by 21 CFR 807.87(j))

I certify that, in my capacity as a writer and submitter of this document on behalf of COOK
INCORPORATED, I believe to the best of my knowledge, that all data and information
submitted in the premarket notification are truthful and accurate and that no material fact has

been omitted.

Fosew. Bradduin 10-5-99
Karen Bradburn Date
Regulatory Affairs Coordinator

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \O\ t
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ATTACHMENT 9

CLASS III CERTIFICATION AND SUMMARY

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

ol
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COOK INCORPORATED

Class III Certification Statement
(as required by 21 CFR 807.94)

I certify, in my capacity of as writer and submitter of this document on behalf of COOK
INCORPORATED, that I have conducted a reasonable search of all information known or
otherwise available about the types and causes of safety or effectiveness problems that have been
reported for the Flipper™ Detachable Embolization Coil, subject of this submission. I further
certify that I am aware of the types of problems to which the Flipper™ Detachable Embolization
Coil is susceptible and that, to the best of my knowledge, the following summary of the types
and causes of safety or effectiveness problems about the Flipper™ Detachable Embolization Coil

is complete and accurate.

KMK AN ouodran 1O-%-2AY
Karen Bradburn Date
Regulatory Affairs Coordinator

10l

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

I DESCRIPTION OF ARTERIAL EMBOLIZATION DEVICES

The arterial embolization devices manufactured and marketed in the U.S. by
COOK INCORPORATED consist of platinum wire coils with synthetic material
attached and stainless steel coils with synthetic material attached. The coils, supplied
sterile and individually packaged, are available in various straight and curled
configurations, with a nominal coil diameter of .018 inches, nominal lengths ranging
from 0.5 to 7 cm, and nominal curl diameters ranging from 2 to 10 mm. These COOK
INCORPORATED embolization devices are used for arterial and venous embolization
and embolization of arteriovenous malformations and other vascular lesions of the
brain, spinal cord and spine.
IL. RISKS TO HEALTH POSED BY ARTERIAL EMBOLIZATION

DEVICES

The long history of use of arterial embolization devices and the large number of |
published clinical reports show that the potential risks related to this type of device are
well known and extensively documented. The following table summarizes these
associated risks, typical causes, and corresponding recommendations for minimizing
their occurrence. Knowledge of these potential risks and associated recommendations
may be incorporated in labeling guidance for arterial embolization devices to serve as a
special control. The information summarized in the following table is based on
scientific publications covering a span of clinical use of arterial embolization devices of

| O
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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more than 20 years (18 articles dating from 1989 to 1997). Please refer to Section III

of this submission for text summarizing this information.

10

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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III. SUMMARY OF VALID SCIENTIFIC EVIDENCE

Since the 1960’s, a wealth of clinical experience on transcatheter arterial
embolization has been reported for the treatment and management of tumors,
hemorrhage, and vascular malformations (aneurysms, arteriovenous fistulas, and other
vascular lesions). The embolization materials described have included autologous
tissue, clot, and thrombin mixtures, Gelfoam, wool, cotton, tantalum powder, silicone
preparations, sclerosing agents (e.g., Ethibloc), instantly setting polymers (e.g.,
isobutyl-2-cyanoacrylate), metallic, glass and plastic spheres, polyvinyl alcohol,
radioactive particles, intravascular balloons, and various configurations of metal springs
or coils. Embolization has been performed prophylactically, as a preparatory step or
adjunct to surgical treatment, or as an alternative to surgical treatment in the poor-risk
patient. Because of the long historical experience of transcatheter embolization and the
large number of clinical publishings, the information available is extensive. The
feasibility and efficacy for use of these artificial embolization devices are shown in their
long history of use and the successful clinical results. The following summarizes the
potential associated risks which have been noted in the preceding table (Section II of
this summary) with recommendations for minimizing their occurrence, supporting the
premise that sufficient information exists to establish special controls to provide
reasonable assurance of safe and effective use.

A well-documented risk associated with arterial embolization devices is that of
neurologic deficit, which may be transient or permanent. > 479 112314 This is an
expected response due to inadequate perfusion when performing embolization, 9\ 0 U

Questions? Contact FDA/CDRH/OQE/DID at CDRH-FOISTATUS@fda.hhs.goyv or 301-796-8118
procedure trauma, and manipulation of eloquent areas. This complication has been
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attributed to thromboembolism which may result from distal migration of intra-
aneurysmal thrombus during the procedure. To minimize the occurrence and severity
of neurologic deficits, it is important that the procedure be performed with extreme
care, to closely monitor the patient, use perioperative management of fibrinolytic and
coagulation activity, and to inform the patient of this expected risk.

Another common risk associated with arterial embolization devices is the
inadvertent embolization of a vessel and/or tissue which may result in unintentional
tissue ischemia, infarction/stroke, and tissue necrosis.>>® '#!* Ischemia leading to
some degree of tissue injury in the embolized circulation may occur to a varying degree
in all embolization procedures. Although the frequency of inadvertent embolization is
believed to be related to the experience and expertise of the interventional radiologist,
several authors have offered specific recommendations to minimize the potential for this
problem to occur under various clinical conditions. It is of utmost importance to use
the appropriate size embolus (or appropriate amount of embolic material). Meticulous
catheter technique is advised, with continuous hemodynamic monitoring and evaluation
of tissue response to the embolization. Since flow patterns in the embolization region
may change rapidly during injection of emboli, care must be taken to preclude reflux of
emboli into vessels serving normal areas. The goal is to achieve equilibrium by
embolizing the targeted area and avoiding ischemic necrosis of non-target areas. It has
been noted that the incidence may be greater in patients presenting with ruptured
aneurysms.

The formation of an aneurysm or pseudo-aneurysm related to arterial ;)\ O)\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
embolization has been noted to occur.'* ' Formation may be a result of embolization
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treatment of traumatic artery lesions, or may develop from collateral blood flow after
embolization. To preclude aneurysm formation, the collateral blood supply should be
evaluated, and proximal and distal occlusion using a low pressure delivery system
should be employed when clinically indicated.

Incomplete occlusion of the targeted site is a well known complication.®*™'* It
is important to be aware of the tortuosity of the targeted vessels, to embolize distally,
and to consider the potential for the development of collateral blood flow to the targeted
site.

Another serious complication associated with arterial embolization procedures is
hemorrhage due to severe vasospasm, occlusion of main venous drainage, achieving
only partial occlusion of vessel malformation, and rupture or perforation or aneurysm
of the vessel due to trauma of procedure.***® " Occurrence may be minimized using
careful catheter technique, being aware of excessive vessel tortuosity, and avoiding the
use of large emboli (or embolic media) in a small vessel or aneurysm.

Death is a known complication in this high-risk patient population. Death may
be attributed to subarachnoid hemorrhage, aneurysm rupture, pulmonary complications,
and cerebral infarction from displaced or refluxed embolic material &> In all
embolization procedures, meticulous technique is essential, along with careful
continuous hemodynamic monitoring throughout and immediately following the
procedure.

In summary, the potential and reported risks associated with arterial
embolization devices and placement procedures are well known and extensively
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in interventional techniques, by using careful catheter technique, by monitoring tissue
response to embolization during and after the procedure, and by continuous patient
monitoring to provide awareness for the described potential and reported complications.
The use of arterial embolization devices has been documented for more than thirty
years. The numerous scientific articles which exist describing clinical experience with
this type of device support its suitability for the intended use. Reasonable assurance of
safe and effective use of these devices is demonstrated through: extensive clinical
experience with the device, the reported complication rates, and the well-documented
instructional information which is available regarding the known potential complications
associated with device use and how to minimize them. This information may be
incorporated in device labeling guidance, serving as a special control to support

reasonable assurance of safety and effectiveness.

&
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