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Read instructions before use.
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SYSTEM CGMPONENTS/ DESCRIPTION

The Femoral Introducer Sheath and Hemastusis Device (FISH™ DEVICE) faclitates percutamenus entry of an
intravascular device and aids in reducing fime o hemostasis and ambulation for femeral arterial access. French
sizes of the FISH™ Device are indicated by color coding. Listed below are the thres availuble French sizes and their
corresponding color,

FRENCH (OLOR

5 {1.65mm} Gray

6 (20mm) Green
B (27 mm) Blue

Vessel Bilator

The vessel dilutor atroumaticolty transitions the guidewire to the sheath through a tupered fip which opens the tis
sue from the skin o the vesse! below.

Guide Wire
The guidewire is provided to maintain oceess to the vessel upon removal of the needle and during the insertien of
the FISH™ Device.

Pre-Dilator
The pre-dilator apens the hole o the entry tract to falitate easy entry of the sheoth and dosure patch.

Needfe
The needle provides access to the vessel, serves as o pathway for the quidewire and has markers placed an the
outside for measurement of the vesse! depth which wids in placament of the closure patch.

INCHCATIONS

The Femoral Introducer Sheath ond Hemastasis device {FISH™ Device] is intended far hemastatic clasure of femoral
erlery oocess sites. The system is indicated for use in reducing fime to hemostasis and time 1o ambulafion in
patients wha have undergone diognostic procedures using 5, 8, or 8 French procedural sheaths.

CONTRAINDICATIONS

This product should rot he used in patients wha have @ known sensifivity or llergy o pordine derived material or
resorbahle sutures,

WARNINGS

Da not use with Lipiodol conirost media, Ethioda!™, or contrast media thet includes components of these
agents.

Do not leave the FISH™ Device in the arfery fer
profenged periods of fima {>24 hrs.} without an obturatar or catheter mssisting and supparfing the cannula
wall,

The FISH™ Device Is for ane use only. The function and/er performance of the device may ke destroyed by
reusing, resterdlizing, or detning the device. Additionally, utiverse potient reacfions may result. MR will not be
responsible for any domages or expenses that ray rasult from reusing the FISH™ Device.

I the package of the FISH™ Deviee is damoged, stained, or appears tampered with/epened prior o use do not
use.

Do nat ntaclove. The catheter sheath and its components may be damaged by exposure o temperatures abave
540 C{130° F).

Do not expase evice fo organic solvents,

“Hikiodal is & trodemark of Guerbet 5. A.

-

PRECAUTIONS

« Prior o use, make sure the French size is comest for the catheter to be ysed.

* When the FISH™ Device is used, the entire pracedure should ocour psepfically.

« h power injector should not be used hrough the 3way stopcock or the side tube.

* Hote expiration date on the device, und do nol use the device if it is Inbeled s heing expired.

» Store FISH™ devices in & dark, cool, dry place. Avoid humidity and diredt sunlight.

» Use of the FISH System in diagnastic putients has nat been evalucted in paients receiving glycopratein llh/Hlu
inhihitars.

» Do nof use the FISH™ Device if the punctute is made thraugh the posterior wall of the femoral arfery or if there
are multiple punctures as such punctures may result in o retroperitoneaf hematoma.

Spedial Patient Populations

The safety and effectiveness of the FISH™ Device hus not been esiablisked in the following patient populations:

» Patients whe are pregnant or lactafing

* Patients whe are <18 or > 80 years of age

» Patients with bleeding diathesis or known hyperceagulable disarders

» Patieats with bleeding or platelet disorders

* Paliens having Yon Willehrand's disease
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* Palients hoving uncontrolled hypertansioa {systelic BP > 180 mmHg)

* Patients having auto-immune disorders

* Potients having vascular grofts of the pundture site

» Patients receiving glycaprotein Ile /Ao inhikitors

+ Patients with: Pseudoaneurysm, AY fistylu, intraluminal thrombus, ar arterial dissection present in the
ipsilotert! femaral ariery prior to orierial closure.

» Patients having infra-grocedural bleeding oround the access site.

+ Patients having o polpeble ipstateral hematoma of nny size observed during the catheterization procedure.

» Patients developing absent pedal pulses in the ipsiluteral lower extremity during the cutheterizafion procedure

+ Patienls needing o procedure requiring an iniraducer sheath size of > 8F or < 4F

» Patients having arferiol dasure site degth > 7.5 tm

+ Patients having ACT > 400 seconds at time of sheoth removal

Adverse Effects of the Device on Health

The FISH System was evalualed in o randemized centrolled clinical investigation involving 206 dingnastic patients
enrolled ot § United States clinical sites; 139 subjeds (47%) received the FISH device and 67 subjects received

(33%] the contral, Manual Compression (C). Prior fo enrollment of randomized patients, eadk site enrolled nan-
randomized rollin putients for truining purposes. There were a tofal of 19 rolfin patients in the diognestic study.

There was ane {1} death reported during the randsmized invesfigation, which was not device-related. This
patient wos rondomized 1o the FISH device.
(losure method related adverse events seen in the dlinical study were:
+ Hemuloma
+ Bleeding Requiriag Transfusion
+ Pseudooncurysm Requiring Thrombin Injection

Patential complicutions of allergic readion, adhesion formation, infection or abscess, fereign hody seuction, wound
dehiscente, or vessel ocdusion were not seen. The following oble {Table 1) shows the adverse events from the
dingnostic clinicad siudy.

Table 1 - Major and Minor Complications through 30 Days — Diagaostic ITT Patients

Cumulative Major and Minor Complications - Blackwelder Test for Equivalence
Randomized Subjects N =208 FISH Device {n=139) Manual Comp. (n=67)
% of Paticnts Noof | “otPaicos | Noot_| p-value
95% (1 * Lvents 98 Lrt Events -
0.72% %
Cembined Major Complications 10.02%, 5.94%) 1 0.0%. 5.36%) & <0.0001
Access-site related bloeding reyuiring 0.73% 1]
)__lmnsl'us-iun {0.01%, 2 BR%) 1 (0.0%, 3.42%) i <0.0001
¢ [
New iseheniia in ipsilateral ley 0.0%, -} 0 (0.0%, -} o
Vaseular surgical repair. UIS-guided 0
compregsion, transcatheier embalization, or
atent grall (0.0% =) 9 10.0% --) o
[ v
Surgery for access-site refaied nerve injury | 10.0%, ) 0 10.0%, ) o
'] [}
IFermanent access-site related nerve imury (0.0%, -} 0 L0, -3 0
Access-sile related infaclion requiring (Y 0 6
ibiotics and/or extended huspitalization (0.6%, ) i} {0.0%, -} 0 -
2.88% 1.49%
Combined Minor Comp (0.79%, T.20%]__ 4 (0.04%, BM%) 3 0.039
218% 3 1.49% 1
Access-site relaied hematema = gem {0455, 6.18%5) 10.04%. §.04%) 0,012
Pscudorneury s (reated with ulirasound- 0.92% 0%
pulded thrombin injection {0.13%, 3.73%) 1 (0.02%, 3.14% 0 ~0.0001
Peeioancurysm treated with ultrasound- ) 8
guided [ibrin adhesive injoction (0.0%. ) 6 10.0%, -} 0 —
Non-brafud peetguanunsm (doeumented 0 0
by uitrasound) (0.0%, -} 6 (0.0%, -} 0
Non-trented AV fistula {cf d by L] [}
uitrasound) (0.0%, ) 0 10.0%, -+ O
9% -~
{xevice Success*** 137139 -
100% 100%
Brocedure Success**4* 139:139 == a767 -

* LExact 95% sonfidence interval biscd on Clopper-Pearson method
** Rlackwelder's tost with an equivalent limit of 0.05. The significance level o 0.041 was used for the interim
analysis (p-value was ol calculated if Al rates were O for bt treatment groups)

**7 Device Success — the ability to achieve bemostasis withoul major adverse avenis or the use of’ mechanical

compression and within the allowed time (H miautbs)
#n ¢ Procedure Suceess  the ability (o establish hemostasis in 8 given subject within any time period using any

method,

Table 1 shows that the overall MACE rates wera 0.72% and 0.0% for FISH deviee and control group, respedively.
The overall Minor Adverse Events rutes were 2.38% and 1.5 % for the FiSH device and control group respeciively.

Clinical Studies

The FISH closure device was sudied in un epenlubel, randomized, multi-center clinical trial which enrclled 297

dingmostic and intervential patients. This United States bosed trial evaluated the FISH device to manval compression.

The study induded bath diagnastic {=206] and interventionol {H=91} parients requiring a grocedure with an 8
Fr or smeller sheath size. The study of interventional patients with the FISH™ device is currently ongaing. Data

from the interventional stdy is not discussed hare. Each invesfigator had the epportunity to enoll up to 2 rolkin
patients which were non randerized patients. There were e fotol of 28 rall-in patients combined in the dingnostic
and intervantional study. The patients were randomized an 0 2 fo | randomization scheme {FESH davite vs. Manual
Compression). 0f the 206 diagnastic potients enrefled in the study, 139 received the FISH™ device and 47 received
manual cemprassion.

This study indhuded & U.S. sites ond enraifed patiants between fanuary 2004 and June of 2006 There were a tatal of
4 invastigators which enrolled parients for the siudy.

Al patients enrolled in the study provided o signed written informed consent and ogreed ta retura for o
fellow-up evoluntion a: 30¢5 days. The study included patients wha were undergaing diognastic or therapsutic
toronary or peripheral procadure perfarmed perculoneously via the cemmon femoral rtery. The candidutes were
required to mez! general indusian ond exclusion eriteria. The patients did net require o femarul ortery angiogram
prior fo placement of the FISH device.

The null hypothesis for safety wes that the experimental device hed o mojor adverse event rate that exceeded
that of the contral by o delin of 5%. The aliemative hypathesis ws that the experimentol device has u primozy safety
endpoint rate less than that of the comtrol or exceeding that of the control by no more than the deliu 3%.

Kull Hypothesis

MIR FISH (%MACE) > Monual Compression {%MACE} + 5% deka

Alternative Hypothesis
MIR FISH [%MACE) < #anual Compression {%MACE} + % delta

For the diugnostic patients, Fhe FISH device demonsirated safefy with o tofal adverse event rale of 0.7% {1/139)
versus the centrol 0.0% {0/67). The one event for the FISH device was a site related bleeding requiring transfusion.
These rates for MACE in the dingnastic patients were found 1o be equivalent {p < 0.0001) under the experimental
condifians outfined prospectively in the invesfigational plan.

The minor adverse evend rale was low for both the FISH device {2.9%) and the control {1.5%), the tests for
equivalence showed these to be equak (p=0.039). The events for the device include 3 hematomas > & cm ond |
pseudoaneurysm. For the contral there was ene hematomn > Gem. During the course of this clinical trial there ws
one patient death {1 FESH, 0 Manual Compressian). The dauth wos o reluled fo the use of the device,

There were no Unaficipoled Access Site Related Adverse Events.

Effectiveness Results

In all effectiveness endpoinis the FISH device proved superior in dingnosfic potients compared fo the control manual
compression. The median time fer hemostasis in the FISH putients was 8 minates versus 17 minutes for the control
group manusl compression. The median time for ambulation for the FISH device was 2.0 hours for the FISH group
versus 4.2 hours or the control, The median fime to efigible discharge for the FISH device was 2.3 haurs versus 4.5
hours for the central manual compression. The median fime fo discharge was 3.0 hours for the FISH patients versus
4.9 hours for the control group manual compression, The following table {Table 2} shows the effectveness results.

Table 2 - Diagnostic Frocedures: Primary Effectiveness Resulis 1TT

Primary Effcctiveness
Time ta H. is (Minutes) FISH™ Manual Compression p-value
N 139 67
Mean (5D) 9.4 (&.7) 17.2 {4.7) 2 0.0001
Median & 17
Min - Max 2-75 7-353
Time to Ambulation (Haurs) FISH™ Manual Compression p-value
N 131 65
Mean (5D) 2.6 (1.5) 4.3 (1.0) <0.0001
Median 140 4.2
Min - Max 0.9 - 196 1.3-73
Secondary Efectiveness
Time fo Eligible Discharge (Hours) FISH™ Manual Compression p-value
N 130 §5
Mean (SD) 3.1 (3.3} 5.5 (40) <0.000]
Median 23 4.5
Min — Max 1--224 15-24.2
Time to Discharge (1Tosrs) FISH™ Manuzal Compression p-value
N . 127 65
Mean (SD} 16.2 (43.1) 4.9 (51.1)
Median 30 s <eo0!
Min — Max 1.5 - 263 34-2179
Equivalence Study At 30 Days
Discomfort (Subjective Scale 0-10) FISH™ Manual Compression p-value
N 138 07
Mean (SD) 0.51 (1.5) 0.21 {10}
Mediao 0 0
Min — Max 0-8 0-6

The eRectiveness calevlations were based on (he Wilcoxon Two-Sample Test using 2 normal approximation

and twa-sided critetia {Pr=> 2 <0001}
The results of the statistical analyses demonstrate tha the FISH™ device is superier to Manual Comprassion in ferms
of effectiveness measures for vastular hemostasis, ambulutian, eligible discharge, discharge and equivalent relafive
1o discomfort subjectively measured ai 30 days post pracedure. The FISH device has demanstrated safety through its
low incidence of complications in diagaasic pafients whex compared to manual comprassion.
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Effectiveness Endpoints

+ Time o Hemestasis (TTH) was measured fram the time of sheath pull 1o the fime the pafient achieved
hermastasis. For this study, the time of hemostasis was defined us “Absence of oazing bloed that s
readily freated by light compression metheds {e.g. sundbags, pressure dressing, fight menual pres:
sure}" The study was designed to demonstrate TTH superiority as comgared fe the contrel therapy.

Figure 1 Histogram of Percentage of Patients vs. Time to Hemaostasis (in minutes}
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+ Time fo Ambulation (TTA} - this was measured from the lime of sheath removal o the fime when the patient stood
o the bedside and walked af least 20 feet without evidence of re-bleading. The shedy was designed to demonstrate
TTA superiority os compared to the control therapy.

O Cuvice FISH

o Controt Manuol
Compragxian

Figure 2 Histogram of Percentage of Patients vs. Time to Ambulatien { in minutes)
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+ Time io Hligible Distharge {TFER) - this wns measured from the fime of sheath pull te the firme when the patient
was deemed eligible for discharge from the hospital based only on the tandition of the acress site. The stedy was
designed ta demonstrate TTED superiority as compared fo the control therapy.

0O Devler FISH
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Figure 3 Histogram of Percentage of Patients vs. Time to Eligible Discharge { in minutes)
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» Time to Distharge (TTD} - this was measured from time of sheaih removal to the time the patient was dischorged.
The study was designed to demonstrate TTD superiarity os ompared to the contrel therapy.

Figure 4 Histogram of Percentage of Patients vs. Time to Discharge ( in minutes)
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+ Patient Discomfort - Al patients were subjectively asked ot the 30 day follow up 1o rote their site
related disconaforf from 0 o 10, with O being no pain ond 10 being the worst pain imaginable. The
results from this subjective study shewed the device fo be equal o the control.
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Cevanrind + Canol ¥pus Comermnon
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PROCEDURE SUCCESS RATE
Protedure Success Rate {defined as the number of potients i which hemostosis was schieved with freedom from
major complications vs. the aueaber atiempted). This includes hemoslasis which wos achieved using adjuncliv com-
pression {such adjundive compression is typically for < 5 minutes).

Device failure was defined os an instance in which hemastasis could nat be achieved using the FISH™ Davice
within an allotted fime {80 minutes) er with Maaval Compressicn {Control) - that is whan additional means such as a
fem-stop or o mechanical compression clamp were required 1o achieve hemastasis. Four eases of device failure were
reporfed - ofl hut ane were interventional subjects.

CONCLUSIONS DRAWN FROM STUDIES
Based on the results from the clinical, in vivo and in vitre studies there is valid scientific evidence and reasonchle
assurance that the FISH™ Device is safe and eFfective when used in accordance with the instruciions for use.

The FISH™ Device hos demansrted safety thraugh its low incidence of camplications in diagnostic pefients
when compared fo manual compression, The FISH™ Device hias demonsirated effectiveness by achieving hemostasis
and ambulation earlier than the control group manual compression,

RECGMMENDED PROCEDURE

The protedures and techniques presented in these insiructions are nof repeesentative of oll acreptoble protocoks.
Additionally, they are nat meant to replace or overrids the physician’s judgment in treating o patient. The procedure
sted below imvolves four processes: 1.) inserting the needle, 2.} placing the gatch, 3.} advancing the sheath and 4.}
remaving the sheath.

Needle Insertion
1. Using controlled sterie technique, remove the FISH™ Device and its tontents from the package,

2. Remove air from the FISH™ Device by flushing it with a suitable isotonic salufion.

3. Insert the vesse) dilutor trough the introducer hemastasis valve. At the hub, snap it inte place. Flush the dilator
with o suitable isotenic solutian.

4. CAUTION: After the dilotor is in the sheath do net attemp! to remove the dilotor or it may displace the release
wire: /lowing the patch o be independent prematurely.

5. Using eseptic fechnigue, introduce the cannulu of the needle into the vessel {Figure 1.

/
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Figure 1

8. Securing the needie by holding it in place, insert the fexible end of the guide wire through the needle and into
the vessel. In the case that o J fip Is used, slide the guide wire introducer over the | in order Yo straighien i
before insestion. Advance the guide wire ta the proper depth {Figurz 2).

T

Figure 2

7. Set the needle depth gauge of skin Jevel. {Figure 3).

Vs
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Figure 3

8. Withdraw the needle while holding the quide wire in place. Apply pressure to the puncture site il the intre-
ducer is inserted.



9. An optional pre-dilation slep muy be dong at this point. If this step is taken, thread the pre-dilator over the
quide wire, Remove the pre-dilator from the guide wire befere placing the FISH™ Bevice {Figure 4).

ﬁ

Figure 4

Patch Placement

1. Place the FISH™ Device into the vessel over the quide wire. A retaining wire that travels from within the proxi-
mal bub to the tip of the patch will hold the patch unéil i is placed in the vessel wall {Figure 5).

ﬁ

Figure §
2. Keeping the seam porfian of the sleeva and the Hush ube positioned down towards the skin, advance the

ussembly through the fissue and into the vassel {Figure §).

NOTE: The sleave has o topered front end for ease of insertion, Keeping the seam down will allow this taper te
minimize the force on the vessel.

4
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Figure 6

There are three methods for tonfirming proper patch placement:
A Advance the shewth on additional 1.5 te 2 cm aftar the sloeve hes antered the iip of the vesse!,
B Advonce the shenth fo the same depth mark us indicated on the needle depth gauge.

(. Leave the side port of the sheath apen fo visualize flash back, then advance the sheath an additienal
13107 am.

3. The user will feel a slight increase in pressure as the fip of the slesve enters the vessel. As the cleeve posifive
stop reaches the vessel waff, there will be a large increasa in pressure. At this poind, stop advancing.

4. CAUTION: After the patch is in the vessel do nat attempt to remove the paich or sheoth without first pufling the
release wire located on he sheath hub {Figure 7).

5. Pullthe refease wire {Figure 7).

w

Figure 7

Advancement

1. With the release wire remaved, the sheath becomes independent of the patch and can be ndvanced further
inta working pesition {Figure 8.

_//A

Figure &

2. Mrerthe sheath is in working pasiion detach the difutor from the hub and withdraw both the guide wire ond dilator.

3. CAUTION: The shesih iz <on become damaged if the dilater is removed prior fo the sheath being fully
advancad to the working position,

4. Before placement of wires or cotheters through the sheath aspirate and flush From the side port to remove
any potential air. o uid in the preventien of thrombus o heparinized saliae drip via the side port shoutd be
tonsidered.

5. Tointrodute o selected catheter it the hemostatic hut use one of the following methads:

A. Straighten the catheter by hand and insert by holding as elose fo the tip as possibla.
ar

B. tnsert u guide wire into the sheath hub then load the catheter onto the wire.
KOTE: Hold the sheath hub in place when inserfing, positioning, or removing o cathster. There is a suture
collor that may be used to temporarily stabilize the sheath.

WOTE: I the hemostasis valve leaks, insert and remove the tip of the vessel dilater into the valve,

NOTE: If mewsuring right arterinl pressure and,/or determining cardiac output by thermedilution methods,
discontirue infusion through tha side pori to prevent errors in measurement, reconnect afier measurements
are token.

IF exchanging o <atheter, slowly remove the catheter from the introducer hub ond repeat the inserfion
protess.

Sheath Removal

1. Belore removing the sheath, pult the suture compressian tab about ene inch. {Suture compression tab s
located on the sheath hub next fo the flush port tube.} {Figure 9}

!
Jk

Figure 9

2. To remove the introducer, place firm downward pressure at the site and slowly remeve the sheath

{Figure 10).

Figure 10
HOTE: Insure the safety sutures are oul of the way and that they do not get pulled during sheath removal.
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3. Lightly pull the tabbed suture until resistance s felt while mointaining downward pressuze of the insertion How Supplied
site {Figure 11). Femoral Introducer Sheath & Hemostasis Device

*20 gauge need'e option will cantein 0.018 guide wire

‘ -~ § French Device List Number/REF 91-000-05 contains:
D\ o= 0.035 or 0.018 Guidewire
5 French Sheath with ECH patch
_—/& PreDilator
ﬁ 5 Franch Dilator

Figure 1 18 or 21 Gauge Needle
4. Ifthe vessel does not attain immediate hemostasis, place manual compression on the vessel to aid the device
in closing the flow fram the vassel. & Feench Device List Number/REF 01-000-06 contains:
5. Using minimal fension, cut the safety sutures ofter insuring Hlow is not obstructed 0.035 or 0.018 Guidewire
{Figure 12]. {Chetk Pedal Pulses) b French Sheath with ECM patch
PreDilator

& French Difotor
18 or 11 Gaupe Needle

/\ B French Bevice List Kumber/REF 01-000-08 contains:
Figure 12 0.035 or 0.018 Guidewire

6. Treat puncture site appropriately to minimize the risk of infection. 8 French Sheath with ECH patch
Pre-Dilator
& French Dilator
18 or 21 Gauge Needle

Remeoval of Both FISH™ and Patch Instructions

1f the operatar believes the FISH™ Devica Is mispiaced or out of pasition ar needs o be exchanged for o larger Freath

size, the following steps should be token:

Graphic Symbols for Medical Device Labeli
A Insert quide wire into the sheath. ApCpmRo el

B Pull the release wire on the FISH™ sheath fo free SIS patch from sheath. LOT Rx O’NLY

C  Withthe guide wire in place, remove the shenih. The pulch may now be removed over the guide wire Batch Code CAUTION: Federal {USA) law
restricts this device 1o sale by o

® on the order of o physician. .

Do not reuse STERILE @

Sterllized vsing

um above the current FISH™ Device actess site. The device has on intra nsterial sleeve and an extra-vscular positioning Ethylene Dxide

by pulling both the compressian and tabhed sutures simultaneously.

Repuncture

IF on additional procedure is sequired within 30 days, please oecess the opposite femoral artery {preferred) or access 2

Latex Free
Site Care
Putients receiving the FISH ™ Device should avoid bathing in @ tub, swimming or siting in a hot fub for 3 days post CAUTION: Refer fo accompanying Documents
pracedure, however patients may shawer, pat site dry and apply daan drassing. ’ )
Use by

Sterility

The FISH™ Device and its components are provided sierile and nan-pyrogenis in its ynopened, undomaged packaging.

The contents are sterilizod with ethylene axide and are infended for single wse orly. Ba nof resterilize. The device mnd

components are fatex free. Store in u cool dry place. Distributed in the U.5. by MIR, Inc
5. '

907 W. Second Street

Toll free Customer Service:
888.647.4445
Bloomington, IN 47403
UsA

Manufactured by MIR, Inc. under the following L.S. Patent: 6,790,220

doc-0140-AD
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Potential Complications Associated with the
Use of Closure Devices

During any angiographic fernoral artery procedure in
which o closure device or manual compression s used.,
certain risks exist. The risks inciude but are not imited to
the following:

Pseudooneurysm—Ballconing of the blood vessel
Arterio-venous Fistula—Unintended connection
between the artery and vein

Painftenderness/bruising in the grain

Vessel tear or disruption

Puncture of the artery or vein

Allergic reaction

Undesired arterial coclusicn—blockage of the artery
Bleeding or hematoma

Infection

Caoution: Federal law resticts this device 1o use by oron
the order of a physician.

Benefits of Using the FISH™ Device

The Femoral Introducer Sheath and Hemostasis (FISHT)
Device is indicated for femaral artery closure, reducing
time fo hemostasis, fime to ambuiation and time to
eligble discharge in patients requiting access of 5,4 or 8
French sheaths for endovascular diagnostic procedures.

INSERTED: JRIGHT O LEFT (chack cne)
Femoral Artery

Dafe:

Deployment time:

Ambulation Time:

Deployed By:

Lol Number:

FEMORAL

INTRODUCER

SHEATH
mir : & HEMOSTASIS
' ~\5 riorris innovative resaarctk DEVICE
907 W. 2nd Street, Blocmington, IN 47403
1-888-mir-4445
doc 1 D48-AB
NOTE TO PREPRESS:

1.) This gray area will be trimmed off.
2.} Dashed magenta lines indicates perforation. Please delete before printing.

3.) Client wants patient info card to have a vertical score down the middle so it can
easily be felded in half and put in a wallet.
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After temoral artery angiographic procedures,
the fernorat artery must be closed to prevent
bleeding. You are scheduldd to feceive the’

: Femoral in!rodu Bl “Sheath and Hémaostasis
{EISH™) Demce The Fish™ Davice is used fo
g(;ln access lnto your femnaral ortery at the start.

_then dose fhe puncture

. Dewce i dborcxne blamuteﬂcl known cs SIS
Bl tnleshnal 5ubmuc050) which comes from

NOTE TO PREPRESS:

1.} This gray area will be trimmed ofT.

How the FISH™ Device works:

Positioning
The patch, fashionead from an extracel-
lular matrix known as 815, 15 attochad
to the sheath. The presence of SIS
during catheterization allows

the early steps of healing to
accur while the procedure is
taing performed.

Release- -
A releqse wire
is pulled.
detaching the 5§ patch and
its sutures from the sheath.

LSheqth removed

. #—5uture pulled to
gﬁ:::;l’:ﬂlon campress patch
sheath

is removed,

a compression
suture is wsed
to tighten the
patch against

the hole in

the artery. The biclogic material of the ——
patch acts as a scaffold,
attracting cells to the site to
remodel the ariery wall.

Healing

The vessel

wall is

rermodeled

within 30

days.

2.} Dashed magenta line indtcates perforation. Please delete before printing.

3.3 Chient wants patient info card to have a vertical score down the middle so it can
casily be felded in half and put in a wallet. This is indigated with the solid magenta

linc. Please delete before printing.

What should ! discuss with my doctor or nurse
about the FISH™ Device?

CAUTION. If you have an allergy to pork or absorbable
suture, please tell your doctor of nurse. If you hove o
vascular graft or have uncontrolled high blood pressure,
circulation problems, bleeding of clotting conditions,
auto-immune disease or are pregnant or iactating.
please tell your doctor or nurse.

How should | care for my site after discharge?

Same bruising or discomfort is common following femaral
artery procedures. You may feel o pea-sized knot under the
skin and this is normal unless it causes undue discomfot.

*  For the next several hours, if you need to cough,
laugh or sneeze, place your hand over the site and
apply light pressure.

= If any bleeding or swelling is seen around the
site. apply direct pressure with your hand and
contact your physician.

= Nofify your docter if you have any pain, numbness
or burning at the site or in your flank. leg or back.

« Noftify your doctor if you see any signs of infection
orrun a fever.

= I any of the FISH patch material or suture is visible
autside the puncture site, do not pick at this—caver
it with & clean, dry dressing and contact your doctor.

»  Nolify your doctor if you have any unusual
syrmpoms.

«  You may shower but do not sitin a bath tub, hot
tule or swim for 3 days following this procedure, After
you shower don't rub the area; simply pat area
dry and apply a cleon dressing.

* If you need another procedure involving your
femoral artery within the next 30 days, ask your
dgoctor to use the opposite leg or access the site
2 cm above the current puncture site. Refer to
wallet card.

{tear here)

Patient Inforrpcﬁon Card

I have received the Femoraldntroducer Sheath and
Hemostasis [FISH] Device. A BISH™ Device has bean
ploced inmy [circle one]: RIGHT or LEFT fernoral artery.
if an additional procedure s required within 30 days,
please access the opposite femoral artery (preferred)
or access 2 cm abaove the FISH™ Device access site.
Direct all inguiries to:

Institution:

Physician:

Phone #:

Date of Frocedure:




