INSTRUCTIONS FOR USE FOR:
GORE HELEX SEPTAL OCCLUDER

NOTICE FOR USE WITHIN THE UNITED STATES
CAUTION: Federal law (USA) restricts this device to sale by o+ on the order of a physician.

Carefully read all instructions prior to use. Observe all warnings and precautions noted throughout these instructions.
Failure to do so may resuit in complications.

1.0 BRIEF DEVICE DESCRIPTION

The GORE HELEX Septal Occluder is comprised of an implantable prosthesis and a catheter delivery system.

The Oceluder is composed of expanded polytetrafluoroethylene (¢PTFE) patch material with hydrophilic coating, supported by a
nickel-titanium (nitinol) super-elastic wire frame. When fully deployed, the Occiuder takes on a double disc shape that bridges. and
over time occludes, the septal defect to stop the shunting of blood between the right and lefi atrium (Figure 1). The double disc
nomiinal diameters range from 13 10 35 mm when fully deployed {a compleie list of available sizes may be found in Table 1). The
delivery sysiem consists of three co-axial components: a 9 Fr delivery catheter, a 6 Fr control catheter, and a mandre!

The control catheter is equipped with a retrieval cord to reposition and retrieve the Oceluder (Figure 2).

The GORE HELEX Septal Occluder functions by covering the defect and adjacent tissue with the ePTFE patch supported by the wire
frarme. [mmediately after deployment, it remains in position across the defect with the aid of the mild tension created by the wire
frame and the blood pressure that pushes the ePTFE patch against the atrial septum. The ¢PTFE patch is microporous and will become
attached 10 the atrial septum by celiular penetration through the membrane micropores. Over time, the process of tissue attachment to
the ¢PTFE patch will maintain the Occluder in position and create a permanent defect closure.

FIGURE 1: GORE HELEX Septal Occluder
FIGURE Ia: Left Atrial View FIGURE 1b: Right Atrial View
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2.0

TABLE i
Available GORE HELEX Septal Occluder Diameters

NOMINAL SIZE

15 mm

20 mm

25 mm

30 mm

35 mm

INDICATIONS/ANTENDED USE

The GORE HELEX Septal Qccluder is a permanently implanted prosthesis indicated for the pereutaneous, transcatheter closure of
astinnt sectendun atnial septal defects {ASDs).

3.0

CONTRAINDICATIONS

The GORE HELEX Septal Occluder is contraindicated for use in:

Patients with extensive congenital cardiac anomalies which can only be adequately repaired by cardiac surgery.

Patients unable to take anti-platelet or anticoagulant preventative medications such as aspirin, heparin, or warfarin.
Anatomy where the GORE HELEX Septal Occluder size or position would interfere with other intracardiac or intravascufar
structures such as cardiac valves or pulmonary veins.

Active endocarditis. or other infections producing bacteremiz. or patieats with known sepsis within one manth of planned
implantation. or any other infection that cannot be treated successfully prior to device placement,

Paticnts whose vasculature is inadequate to accommodate a 9 Fr delivery sheath.

.

4.0

Any paticnt known 10 have intracardiac thrombi,

WARNINGS

o The GORE HELEX Septal Oceluder is not recommended for defects that measure larger than 18 mm.

The GORE HELEX Septa! Occluder is not recommended for patients with a septal thickness of greater than 8 mm in the
area of the Occluder placement.

The GORE HELEX Septal Occluder is not recommended for patients known to have multiple defects that would require
placement of more than once device.

The GORE HELEX Septal Occluder is not recommended for, and has not been studied in, patients with other anatomical
types of ASDs that are eccentrically located on the septum (examples include simas venosus ASD and ostitn primum
ASDY. or fenestrated Fontan.

The GORE HELEX Septal Occluder 1s not recommended for, and has not been studied in, patients with significant atrial
seplal ancurysm.

Regarding deviee deplovment:

The detect and atrial chamber size should be evaluated by TEE and-or coler flow Doppler measurement to
confirm that there is adeguate space 1o accommodate the selected Oveluder size without impinging on adjacent
cardiac structures {e.g., A-V valves, ostia of the pulmonary veins, coronary sinus, or other critical features).
There must be adequate room in the atrial chambers to allow the right and left ateial dises to lie flat against the
septum with dise spacing equal to the septal thickness, and without interference with critical care cardiac
structures or the free wall of the atria,

The defect shouald be evaluated to ensure there is an adequate rim 1o retain the device in 273% of the
circumterence ot the defect.

The selected Oveluder digmeter should be at least two times the diameter of the defeet (1e., a 2:1 rato of
deviee dinmeter-to-defect diameter). Deployvimg the Oceluder in cases where the Occluder diameter-to-detect
diameter ratier is below 201 increases the risk of unsuecesstul device placement and device embolization

An Oceloder that pulls through the defect during dise confirmation may be o small and should be removed
and replaced with a larger stze.

» Embolized devices must be removed. Embolized devices should not be withdrawn through intracardiac structures unless
they have been adequately collapsed within a sheath.
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e If successful deployment cannot be achieved after 2 attempts, an alternative treatment for ASD clesure is reconmumended.
Consideration should be given {o the patient's total exposure to radiation if prolonged or multiple attempts are required
for the placement of the GORE HELEX Septal Occluder.

« The GORE HELEX Septal Occluder should only be used by physicians trained in its use, and in transcatheter defect closure
techniques. The procedure should be performed only at facilities where surgical expertise is available.

« Patients allergic to nickel may suffer an allergic reaction to this device.
5.0 PRECAUTIONS

51 Handling

. The GORE HELEX Septal Occluder is intended for single use only. An unlocked and removed Occluder cannot be reused.
. Inspect the package before opening. [f seal is broken, contents may not be sterile.

. Inspeet the produet prior to use in the patient. Do not use if the product has been damaged.

. Do not use after the labeled "use by" (expiration} date.

. Do not resterilize. )

5.2 Precedural

. Patients should be heparinized sufficiently to maintain an Active Ciotting Time (ACT) of greater than 200 seconds throughout
the procedure.

. The GORE HELEX Septal Occluder should only be used in conjunction with appropriate imaging lechniques to assess the septal
anatomy and to visualize the wire frame. These techniques include multiplanar TEE (Transesophageal Echo) and ICE
(Intracardiac Echa), both with color flow Dappler, and fluoroscopy with real-time image magnification.

. Do not rotate the delivery system components with respect to each other. This may result in retrieval cord entanglement or
unwinding of the retrieval cord from the right atrial eyelet.

. Retrieval equipment such as large diameter sheaths, loop snares, and retrieval baskets should be available for emergency or
clective remeval of the Occluder.
. There must be adequate room in the atrial chamber to allow the right and left atrial discs to lie flat against the atrial septum,

without interference with critical cardiac structures, or the free wall of the atna.
. Removal of an Occluder should be considered 1f
- the ock fails to capture all three cyelets
- the Occluder will not come to rest in a planar position opposing the septal tissue
- the selected QOccluder is too small and allows excessive shunting
- excessive friction is encountered when the control catheter is removed
- there is impingement on adjacent cardiac structures

5.3 Post-lnplant
« Patients should take appropriate prophylactic antibiotic therapy consistent with the physician's routine procedures following device
nplantation.

s Patients should be treated with antiplatelet therapy, such as aspitin or clopidegrel bisulfate. for 6 maonths pest-implant. Dunng the
Pivotal and Continued Access clinical trals, 66.7% ol device patients received antiplatelet medications and 1.1% received
anticoagulants for up to 6 months post procedure, refer to table 10, The decision 1o continue antiplatelet therapy beyond 6
months is at the discretion of the physician.

s In patients sensitive to antiplatelet therapy, alternative therapies, such as anticoagulants, should be considered.
* Patients should be advised to aveid strenuous physical activity for a period of at least two weeks afier occluder placement.

¢ Palicnis should have transthoracic echocardiographic {TTE) exams prior to discharge.-and at 1, 6. and 12 months after occluder
placement to assess defect closure.

¢ Fluoroscopy examination without contrast is recemmended at 12 months past-procedure for paticnts with a 35 mm device with
attention directed towards possible wire frame fractures.

6.0 ADVERSE EVENTS

6.1 Clinical Summary
The GORE HELEX Septal Oceluder was evaluated in a feasibility study (1wo center. singie arm), a pivotal study (multi-center. non-
randomized), and a conunued aceess study (multi-center, single arm, prospective). The feasibility study imcluded 31 subjects treated

witht the device. The pivotal study compared the deviee to surgical closure of ostiwm secuadum atrial septal defects. Investigators
were required to complete 3 device training cases. The pivolal study included 119 non-training subjects treated with the deviee and
128 subjects treated with surgical closure. The continued access study included 113 non-training subjects treated with the device as of
December 13, 2005, o which 77 subjects completed the [ 2-month follow-up evatuation.

Fhese subjects form the basis of the observed adverse event data reported in the following section. An independent Data Safety
Monitoring Board (DSMBY reviewed all reported adverse events to determine deviee/proceduare relationship and event severity (migor
or minor), An event was considered major if it required reintervention. readuussion 1o the hospital or resulted in permanent damage or
deficit. For the GORE HELEX Septal Qecluder studies, reintervention was defined as chronic medical. and acute surgical or
mtervenuonat cardiology therapies,

0.2 Deaths



There was one post-operative death in the surgical control treatment arm of the pivotal study. This subject died of complications

related to post-pericardiotomy syndrome on Day 19 post surgery. No deaths have been reported in the device subjects in the
feasibility, pivotal, and continued access studies.

6.3 Observed Adverse Events

Major adverse events reported through the 12-manth follow-up for the feasibility, pivotal and continued access studies are presented
in Table 2.
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Table 2

Number of Subjects with Successful Device Delivery by Category of Major Adverse Events
GORE HELEX Septal Occluder Studies

Events Reported Through 12-Month Follow-up

Pivotal Study
Feasibility Device Surgery Difference Continued
Study Arm Arm {95% cI)’' Access Study
Subjects Evaluable for Safety 51 119 128 77
Deaths (Any Cause) ¢ 0 1( 0.8%)| -0.8% (-2.4%, 0.8%) 0
Subjects With One or More Major Adverse Events 2( 39%)) T 59%)] 14{106.9%)] -5.1% (-12.1%, 1.9%) 3{ 3.9%)
Cardiac 1(20%)] 2(1.7%)| 10{ 7.8%}| -6.1% {-11.5%, -0.8%) 2 2.6%)
Arrhythmia 1( 2.0%) 0 0 0
Bleeding (lreatment required) 0 0 1{ 0.8%)| -0.8%(-2.4%, 0.8%) 0
Device Embolization (post- procedure)’ 0 2( 1.7%) na na 2( 2.6%)
Pulmonary Edema a 0 1(08%)| -0.8%(-2.4%,0.8%) 0
Post-Pericardiotomy Syndrome na na 8( 6.3%) na na
integument (Skin) 0 1( 0.8%) 0 0.8% (-0.8%, 2.4%) 0
Altergic reacticn G 1{ 0.8%) 0 0.8% (-0.8%, 2.4%} 0
Neurologic 1{ 20%)| 2( 1.7%} 0 1.7% (-0.6%, 3.9%) 0
Migraine {new) ¢ 2( 1.7%) 0 1.7% (-0.6%, 3.9%} 0
Paresthesia 0 1({ 0.8%) 0 0.8% (-0.8%, 2.4%) 0
Seizure 1( 2.0%) 0 0 0
|Pulmonary {Respiratory) 0 0 1{ 0.8%) -0.8% (-2.4%, 0.8%) 0
Stridor 0 0 1{ 08%}| -0.8% (-2.4%, ¢.8%) 0
Vascular 0 1{ 0.8%)| 1{ 0.8%) 0.1% (-2.2%, 2.3%) 0
Hemorrhage (treatment or intervention required) 0 1{08%) 1( 0.8%) 0.1% (-2.2%, 2.3%} 0
[Wound 0 0 2( 1.6%)]| -1.6%(-3.8%, 0.7%) 0
Hernia 0 0 1(08%)| -0.8%(-2.4%, C.8%) 0
Scarring or scar related 0 0 1({ 0.8%) -0.8% (-2.4%, 0.B8%) 0
Device (HELEX Septal Occluder) 4 3( 25%) na na 1( 1.3%)
Allergic reaction 0 1( 0.8%) na na 0
Device size inappropriate 0 2{ 1.7%) na na 0
Device removal due to fracture 0 0 na na 1{ 1.3%)
Other 0 0 1( 0.8%)| -0.8% (-2.4%, 0.8%) 0
Anemia 0 0 1( 0.8%) -0.8% (-2.4%, 0.8%) U

NOTE: Analysis includes all Feasibility subjects, nontraining Pivatal subjects, and Continued Access subjects enralled and evaluated
through 12 month follow-up as of database closure on 12/15/05.

na — not applicable

" Differences between Pivotal device and surgery groups and associated 95% confidence intervals

?The 4 embalized devices were removed by transcatheter technique

Minot adverse events reported through the 12-month follow-up for the Feasibility, Pivotal and Continued Access studies are presented

in Table 3.
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Table 3
Number of Subjects with Successful Device Delivery by Category of Minor Adverse Events
GORE HELEX Septal Occluder Studies
Events Reported Through 12-Month Follow-up

Pivotal Study
Feasibility Device Surgery Difference Continued
Study Arm Arm (95% C1y’ Access Study
Subjects Evaluable for Safety 51 119 128 7
Subjects With One or More Minor Adverse Events | 19 (37.3%)| 34 { 28.6%)| 36 (28.1%})| 0.4% (-10.9%, 11.8%) 21 (27.3%)
Cardiac T(13.7%)| 14 {11.8%} 26(20.3%)| -8.5% (-17.8%, 0.7%) 2 { 2.6%)
Archythmia 3( 5.9%)| 10({ 8.4%)| 5( 3.9%)| 4.5% {-1.5%, 10.5%) 2( 2.6%)
Chest Pain 1( 2.0%)| 2( 1.7%) 0 1.7% (-0.6%, 3.9%) 0
Embolus - air 1( 2.0%) 0 2{ 1.6%} -1.6% (-3.8%, 0.7%) 0
Hemopericardium 0 0 1{ 0.8%)| -0.8% (-2.4%, 0.8%) 0
Hypatension 0 0 1{ 0.8%) -0.8% (-2.4%, 0.8%) 0
Palpitations 1{ 2.0%) 0 0 0
Pericardial effusion 1(20%) 1(08%)] 5(39%) -3.1%(-6.9%.0.8%) 0
Pneumopericardium 4] 0 3(23%)| -23%(-51%, 04%) 0
Post-Pericardiotomy Syndrome na na 10( 7.8%) na na
Syncope ' 0 1( 0.8%) Q 0.8% {-0.8%, 2.4%)} 0
Vaso-vagal reaction 0 1( 0.8%) 0 0.8% {-0.8%, 2.4%) 0
integument 0 0 0 1( 1.3%)
Abrasion 0 0 C 1( 1.3%)
Neurologic 7(13.7%){ 8( 6.7%) 0 6.7% (2.3%, 11.1%) 7{ 9.1%)
Dizziness 2( 3.8%) 0 0 0
Headache 4 78%)| 5( 4.2%) 0 4.2%(0.7%, 7.7%) 7{ 9.1%)
Migraine (new) 0 1( 0.8%) 0 0.8% (-0.8%, 2.4%) 0
Paresthesia 0 1( 0.8%) a 0.8% (-0.8%, 2.4%}) 0
Visual field disturbance or defect 1(20%H 2(1.7%) 0 1.7% (-0.6%, 3.9%} 0
Pulmonary (Respiratory) 0 1(0.8%)| 8( 6.3%)| -54%(-10.1%, -0.7%} 1{ 1.3%)
Atelectasis 0 0 1{ 0.8%)| -0.8%(-2.4%, 0.8%) 0
Congestion 0 1{ 0.8%) 0 0.8% (-0.8%, 2.4%) 0
Dyspnea 0 0 0 1( 1.3%)
Pleural effusion {not requiring drainage} 0 0 3(23%)] -2.3%(-5.1%, 0.4%} 0
Pneumothorax 0 0 4( 3.1%) -31% (-6.3%, 0.0%) 0
Pneumonia 0 0 1( 0.8%) -0.8% {-2.4%, 0.8%) 0
Renal & Uro-Genital 0 1( 0.8%) 0 0.8% (-0.8%, 2.4%) 0
Urinary retention 0 1( 0.8%) G 0.8% {-0.8%, 2.4%) 0
Anesthesia 1(2.0%) 3(25%) 1{ 0.8%) 1.7% (-1.4%, 4.9%) 5{ 6.5%]}
Abdominal Pain 0 G 0 1{ 1.3%)
Corneal abrasion 0 ¢ 0 1{ 1.3%)
Emesis 0 1( 0.8%)| 1( 0.8%) 0.1% (-2.2%, 2.3%) 1( 1.3%)
Nausea 0 1( 0.8%) 0 0.8% (-0.8%, 2.4%) 0
Nausea with emesis 0 1( 0.8%) 0 0.8% (-0.8%, 2.4%) 3( 3.9%)
Paresthesia 0 1{ 0.8%) 0 0.8% (-0.8%, 2.4%) 0
Sore throat 1( 2.0%) 0 0 0
Drug-Related 5(9.8%)| 6{ 50%) 2( 1.6%)| 3.5% (-1.0%, 7.9%) 4{ 5.2%)
Allergic response 1{ 2.0%) 0 2( 1.6%) -1.6% (-3.8%, 0.7%) 0
Bruising / Ecchymosis 2( 3.9%)| 1(08%) 0 0.8% (-0.8%. 2.4%) 1( 1.3%)
Gastric irritation 0 1( 0.8%) 0 0.8% {-0.8%, 2.4%} 0
Nosebleed 1(20%)] 4( 3.4%) 0 3.4% (0.2%, 6.5%) 3( 3.9%)
Rectal Bleeding 1( 2.0%) 0 0 0
\Wound 2(3.9%) 1(08%)| 4¢3.1%)| -2.3% (-5.8%, 1.3%) 1{ 1.3%)
Access site bleeding 0 1( 0.8%) 0 0.8% (-0.8%, 2.4%) ¢
Access site pain 1( 2.0%;} 0 0 0
Hematoma (not requiring treatment or intervention) 1{ 2.0%} 0 0 1{ 1.3%)
Scarring or scar related 0 0 2( 1.6%) -1.6% {-3.8%, 0.7%) 0
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Pivotal Study

Feasibility Device Surgery Difference Continued
Study Arm Arm (95% C1)f Access Study

Suture related 0 0 14 0.8%} -0.8% (-2.4%, 0.8%) 0
Sternal wire na na 1{ 0.8%) na
Delivery System 2( 3.9%)] 1{ 0.8%) na na 0
Mandre! Kink 1( 2.0%) 0 na na ]
Retrievat cord break 1({ 2.0%) ¢ na na 0
Retrieval cord detachment ¢ 1( ©.8%) na na 0

Device (HELEX Septal Occluder) 3(59%)] 6( 5.0%) na na 5( 6.5%)

Fracture-wire frame 3({ 5.9%)] &{( 5.0%) na na 5( 6.5%)

{Non-Investigational Device Related 0 0 0 1({ 1.3%)

Contrast reaction 0 0 0 1( 1.3%)

through 12 month follow-up as of database closure on 12/15/05.

na - not applicable

! Differences between Pivatal device and surgery groups and associated 95% confidence intervais

6.4 Polential Device or Procedure-Related Adverse Events
Adverse Bvents associated with the use of the GORE HELEX Septal Occluder may include. but are not limited to:

» Repeat procedure ta the target ASD
= Post-procedure device embolization
+ New arrhythmia post-procedure

+ Surgical intervention far device failure or ineflectiveness

NOTE: Analysis includes all Feasibility subjects, nontraining Pivotal subjects, and Continued Access subjects enrolled and evaluated

= Access site complications requiring surgery, interventional procedure. transfusion, or preseriplion medication

+ Neurological problems resulting in permanent deficit

+ Thrombaosis ar thromboemboiic event resulting in clinical sequelac

+ Permanent logs of anlerial pulse

= Pertoration of a cardiovascular strueture by the device

+ Device fracture resuiting in clinical sequelae or surgical intervention

= Pericardial tamponade

= Cardiac arrest

= Renal! lailure

* Sepsis

= Pncumothorax requiting chest fube evacuation

+ Significant pleural or pericardial efTusion requiring drainage

= Significam bleeding
+ Endocarditis

= Death

700 CLINICAEL STUDIES

7.1 Feasibility Study

I'he GORE HELEX Septal Occluder was evaluated in a single arme prospeetive feasibility study intended to provide an initiat

evaluation ol the safety and perfermance of the GORE HELEX Septal Occeluder for closure of asriun secindim atral septal defects

(ASDsE Two LS sites participated in the study and enrolled 63 subjects. The median subject age was L1 vears {ranges & months o
635 vears) and 63% ol the subjeets were female. The median estimated defeet size was 12 nun (range: 3.5 1w 20 mmy. i suhjects with
a delvery attempt (n=39). the median stretched defect size was |8 mm {range 6 10 26 mm).

The GORIE HELEX Septal Qceluder was successfully implanted in #6.4% (51/59) of subjects with a deliveny attempt. Subjects with a

suecessful device delivery were lollowed for 12 months. No deaths. deviee emboltzations, thrombus on the device. or crosions

requiring surgery were reported through the [2-month fallow-up. There were no repeat procedures Lo the target ASTY in the stds

puopulation,

Of subjects evaluated for 12-month ASD closure by independent echocardiography core leboratory review, 4 6% (3337 had o
suecessiul defeet closure (complele ocelusion or clinically insignificant leak). Clinicallyv signiftcant leaks were present i fuo suhjects
(3 490 at the 12-menth follow-up evaluation. Clinical success, a campasite ol satety (o major Al or repeat procedure) and ctlicacy
(elinical closure at 12 months). was achieved in 895326 of subjcets (3-4/38) available for evaluation.
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Table 4
GORE HELEX Septal Occluder Feasibility Study
Principal Safety and Effectiveness Results

Feasibility

Technical Success' 51/ 59 (86,4%)
Clinical Closure Success®

Pre-Discharge 49/51 (96.1%)

6 Months ) 30/31 (96.8%)

12 Manths - 3537 (94 .6%)
Principal Safety Measuraes

Major Adverse Events 12 Months 2/51 (3.9%)

Minor Adverse Events 12 Monthg 19/51 (37.3%}

Survival at 365 Days (K-M) 106%
Composite Clinical Success 12 Months® 34!38 (89.5%]

Techmcal Success defined as successful delivery of the device

2 Clinicai Closure Success defined as defect that is eithar Completely Occluded or Clinically Insignificant Leak. Leak status was evaluated
by the invesligational sites at pre<discharge and 6 months and by the echocardiography care laboratory at 12 months

Composne Clinical Success defined as no major adverse event or repeated procedure and clinical closure success at 12 months

7.2 Purpose - Pivotal and Continued Access Studies

The purpase of the pivotal study was to evaluate the safety and effectiveness of the GORE HELEX Septal Occluder for the closure of
astivn: secundun atrial septal defects. The purpose of the continued access study was to evaluate design modifications to the GORE
HELEX Septal Oceluder. The design modifications incorporated inta the GORE HELEX Septal Occluder were implemented based
on investigator input and leedback given during the feasibility and pivetal trials.

73 Patient Selection

731 Pivotal Study

The pivotal study enrolled 143 non-training subjects in the device trealmient arm and 128 subjects in the surgical centrol arm at 14
clinical sites within the U5, Investigators who did not participate in the feasibility study were required 10 complete 3 device training
cases, Fifly subjects were enrolied as training cases and these subjects were excluded from the primary endpoint analyses.

Enrolled patients had cchocardiographic evidence of an ostium secundion atrial septal defect and right heart velume averlaad (or as
indicated by a Q,:Qy ratie of 2 1,51 for the device treatment arm). Patients enrolled in the device treatment arm had a defect size of
22 mm or less as measured by bailoon sizing and an adequate rim to retain the device present in 275% of the circumference of the
defect. Patients entolled in the surgical controd arm had surgical intervention within 12 months of IRB approval for the study, a
minimum body weight of $kg at the time of surgery, and a pre-operative, non-anesthesized echocardiogram performed within 6
months af the ASD surgery date. Exclusion criteria included:

. Patient had eancurrent cardiac defeci(s) that were associaled with polentially significant marbidity or mortality that could clevate
worbidity/mortality beyond what is comman for ASD or that is expected to require surgica! treatment within 2 years for the
device trealment group or 5 years for the surgical cantrol group.

. Patient had systemic or inkerited condftions that would significantly increase patient risk of major morbidity and mortality
during the term of the study.

. Patient had an uncontrelled arrhythmia,

. Patient had history of stroke.

» Patient was pregnant or lactating.

. Patient had contraindication to antipiatelet therapy (device treatment arm).

. Patient had a pulmonary artery systolic pressurce greater than half the systemic systolic arterial pressure unless the indexed
pulmonary artery resistance was <5Woods units (device treatment arm).

. Patient had significant atrial septal aneurysm (device trealment army).

. Paticnt had muhiple defects that would require placement of >1 device {device treatment arm),

. Patient had an atrial septum >8mm thick (device treatment arm).

. Patient had an anempted transeatherer septal defect closure device placement within I month of surgery (surgical control arm).

. Patient had significant pulmonary bypertension at the time of surgery (surgical control arm).

. Patient had already completed a routine 12-month post-operative evaluation (surgical control arm).
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732 Continued Access Study

The continued access study enrolled 156 non-training subjects at 13 clinical sites within the U.S as of December 15, 2005,

Investigators who did not participate in the feasibility and pivetal studies were required to complete 3 device training cases and these

cases were excluded from the primary analyses. Enrolled subjects med the same inclusion and exclusian criteria as the pivotal study

subjects.

7.4 Demographics

The median age of the 143 subjects enrolled in the device treatment arm of the pivotal study was 6.5 years (range: 1.4 to 72.4 years)

and 65.7% of the subjects were female. The median cstimated defect size was [0 mm (range: 1.3 10 25 mm) and in subjects with a

delivery attempt (n=134}, the median stretched defect size was 14 mm {range 5 to 24 mm).

The median age of the 128 subjects enrolled in the surgical control arm of the pivotal study was 4.7 years (range; 0.6 to 70.4 years),
and 63.3% of the subjects were female. The median estimated defect size was 15 mm (range: 1.5 to 42 mm).

The median age of the 156 non-training subjects enrolled in the continued access study was 3.5 vears (range: 0.8 10 51.4 yeurs} and

066.0% of the subjects were female. The median estimated defect size was 10 mm (range: £.7 to 20.0 mm}. In subjects with a delivery

altempt (n=12%}, the median stretched defect size was [4 mm (range: 4 10 22 mm).

Table 5

GORE HELEX Septal Occluder Studies
Subject Demographics

Pivotal Study

Device Surgery Difference Continued
Arm Arm {95% cIy’ Access Study
INumber of Subjects 143 128 156

Gender

Male

49 ( 34.3%)

47 (36.7%)

-2.5% (-13.8%, 9.0%)

53 ( 34.0%)

Female

94 ( 65.7%)

81 (63.3%)

2.5% (-9.0%, 13.9%)

103 ( 66.0%)

Subject Ethnicity

White or Caucasian

05 ( 66.4%)

84 ( 65.6%)

0.8% (-10.5%, 12.1%)

106 ( 67.9%)

Black or African American 15(10.5%) 8( 7.0%) | 3.5% (-3.2%, 10.2%) 9( 5.8%)
Hispanic or Lating 26 (18.2%)| 23(18.0%)| 0.2% (-8.0%, 9.4%) 20 (12.8%)
Asian 3{ 2.1%) 7{ 55%) | -34%(-8.0%, 1.2%) 5( 3.2%)
Other I( 2.1%) 3{23%) ] -02% (-3.8%, 3.3%) 9( 5.8%)
Unknown 1{ 0.7%) 2{ 1.6%){ -09% (-3.4%, 1.7%) 7( 4.5%)
Subject Age {years)
n : 143 128 156
Mean {Std Dev) 124 (14.0) | ¢2(12.2) 3.2{0.1,6.4) 8.2 (8.3)
Median 6.5 47 55
Range (1.4,724) | (06, 70.4) {0.8,51.4)
Weight (kg)
n 143 128 156
Mean {Std Dev) 35.6(26.0) | 27.5(22.4) 8.2(2.3,14.0) 27.9(20.5)
Median 23.0 17.5 19.00
Range {9.2,132.5) | (8.3, 135.0) (6.9, 105.5)
Body Surface Area (BSA) :
n 143 128 156
Mean (Std Dev) 1.08 {0.51) | 0.91:0.46) 0.2(0.1,0.3) 0.92 (0.44)
Median 0.89 0.72 0.77
Range {0.32,2.61) | (0.38, 2.01) (0.33,2.07)
Estimated ASD Size {mm)
n 141 124 155
Mean (Std Dev) 10.7 {(3.8) 15.5 (6.3) -4.8(-6.1, -3.6) 16.0(3.2)
Median 10.0 15.0 10.0
Range (1.3,25.0) (1.5,42.0) (1.7, 2000

NOTE: Analysis inciudes all nontramning Pivotal subjects and Continued Access sutjects enrolled and evaluated through 12 manth follow-
up as of database closure on 12/15/08

' Differences between Pivatal device and surgery groups and associated 95% confidence intervals
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Tabie 6
GORE HELEX Septal Occluder Studies
Subject Medical History

Pivotal Study
Device Surgery Difference Continued
Arm Arm {95% c1)’ Access Study
Subjects Enrolled 143 128 156
General Medical History
Previous Cardiac Surgery B8 56%) 4( 31%) 1 2.5% (-2.4%, 7.3%) 7{ 4.5%)
ECG Abnormslities 72(50.3%}| 89(68.5%)1-19.2% (-30.6%, -7.7%) 91 ({58.3%)
Cardiac Arthythmia(s) i2( 8.4%)| 3{ 2.3%)| 6.0% (0.8%, 11.3%) 4( 2.6%)
Chromosomal Abnormalities 4( 2.8%) 7{55%)| -2.7%{(-7.4%, 2.1%) 12{ 7.7%)
Emoticnal or Psychiatric Problems 5( 3.5%) 0( 00%)1 3.5%(05%, 6.5%) 6( 3.8%)
Epilepsy Q{ 0.0%) 0{ 0.0%) | 0.0% (0.0%, 0.0%) 1( 0.6%)
Failure ta Thrive 1{ 0.7%) 5(39%)] -3.2% (-6.8%,0.4%) B{ 51%)
Migraines ' 3{ 2.1%) 1( 0.8%) | 1.3%{-1.5%,4.1%) 1{ 0.6%)
Neurological Deficits/Symptoms 7( 4.9%) 5( 3.9%) | 1.0%{-3.9%, 5.9%) 9{ 5.8%)
Other (non-ASD) Cardiac Disease 15(10.5%)] 6( 3.9%}) | 6.6% (0.5%, 12.6%) 18 { 11.5%)
Other Vascular Disease 2( 1.4%)] 1( 0.8%)| 0.6% (-1.8%, 3.1%) 2( 1.3%]
Pre-Term Baby 6( 4.2%) 8( 6.3%} | -2.1% (-7.4%. 3.3%) 12( 7.7%)
Respiratory Difficulties 14 9.8%)1 13(10.2%)| -0.4% (-7.5%, 6.8%) 18 ( 11.5%)
Hepatitis 0( 0.0%) 0( 0.0%) ©0( 0.0%)
Other 20 (20.3%)| 43(33.6%)(-13.3% (-23.8%, -2.8%)| 68 (43.6%)
Current Medication Pre-procedure )
Anti-arrhythmic TO49%) | 2(16%) | 3.3%(-0.8%, 7.5%) D ( D.0%)
Anti-coagulant 2( 1.4%) 0( 0.0%) 1.4% (-0.5%, 3.3%) 1( 0.6%)
Anti-hypertensive 4( 2.8%) 2{ 1.6%) 1.2% (-2.2%, 4.7%) C( 0.0%)
Anti-platetet 10( 7.0%)) 2( 1.6%) | 5.4%{0.7%, 10.1%) 13( 8.3%)
Diuretic 5{ 3.5%) 5{39%)| -0.4% (4.9%,4.1%) 3{ 1.9%)
Other 36 (252%)] 29{227%)| 2.5% {-7.6%, 12.7%) 42 { 26.9%)

NOTE: Analysis includes all nontraining Pivotal subjects and Continued Access subjects enrolled and evaluated through 12 month follow-
up as of database closure on 12/15/05.
' Differences between Pivotal device and surgery groups and associated 85% confidence intervals

7.4 Design

7.4.1 Pivotal Study
The Multicenter Pivotal Study of the GORE HELEX Septal Occluder was a non-randomized, controlled trial comparing safety and
clficacy outcomes of the GORE HELEX Septal Occluder with traditional {open) surgical repair of atrial septal defects.

The primary study endpoint was clinical suceess, a compasile evaluation of safely and efficacy, which was evaluated at 12 months
posi-procedure. Clinicaf success was defined as: 1) A residual defect classified as either completely occluded or clinically
insignilicant leak as determined by echocardiography core lab assessment; 2) No repeat procedure to the farget ASD: and 3) No muajor
device- or procedure-related adverse events. The study was designed to demonstrate that the clinical success rate of the GORE
HELEX Septal Occluder was not inferior 1o the elinical suceess rate for surgical closure of ASDs.

Additional salety endpeints included the proportion of subjects experiencing ene or more major and minor device-related and-or
procedure-related adverse events through 12 months post-procedure. Additional efficacy endpoints included delivery (technical}
success, defined as successful deployment and accurate placement of the GORE HELEX Septal Qccluder to the target ASD, and
treatment efficacy. delined as the proportion of subjects with a final residual defect assessment of clinically successful closure
(completely occluded or clinically insignificant leak).

742 Continued Access Study ]

‘The continued access study was a prospective, single-arm trial intended to evaluate design madifications to the GORE HELEX Septal
Oceluder . The design medifications incorporated into the GORE HELEX Septal Oceluder were implermented based on investigator
wnput and feedback given during the feasikility and pivotal trials. Thé continued access study endpoints were the same as thase of the
pivotal study and were evaluated at 12 months.

1.5 Methad
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7.5.1 Pivatal Study - Device Treatment Arm

For patients cnrolled in the device treatment arm of the pivotal study, dimensional verification and characterization of the ASD and
surrounding cardiac structures were performed per the investigator's standard methods. An initial static measurement of the septal
defect was obtained during echocardiographic visualization. A second measurement was taken utilizing a balloon to gently stretch the
defect and measure the balloon's waist (narrowest partion of the balloon), and the batloon stretched defect size was used 1o determine
the optimal size of the GORE HELEX Septal Occluder per IFU recommendations. Fluoroscopic and echocardiographic guidance
were used throughout the procedure for placement of, and at the completion of each procedure to assess the status of, the GORE
HELEX Occluder.

There was no requirement for prior therapy or medical management. All subjects were placed on the investigator's choice ol
antiplatelet Lherapy for & manths following implantation of the GORE HELEX Septal Occluder, and on prophylactic, post-procedure
antibiotic therapy consistent with the investigator's routine procedure.

Follow-up evaluations, which included a physical exam, ECG, and an assessment of the residual defect status by TTE, were
performed at hospital discharge, and at 1, 6, and 12 months post-procedure. If the TTE was inconclusive, a TEE or angiography may
have been performed. At the 6 and [2 manth fellow-up visits, luoroscopic examinations were performed to assess device infegrity.

7.5.2 Pivodal Study - Surgical Control Arm

Investipators identified surgical controf subjects at their respective sites who had undergone an open-heart surgical ASD closure
within 12 months of IRB appraval of the pivetal study, and who also met the inclusion/exchesion criteriz for the cantrol arm. Open-
heart surgical ASD repair was performed per the investigator's standard procedure, and was achieved by suturing the defect edges or
by implantation of autologous or synthetic patch materials over the defect.

Suhjects were placed on antiplatelet therapy and prophylactic, posi-procedure antibiotic therapy at the investigator's discretion and
consistent with investigator's standard method.

Follow-up evaluations, which included a physical exam, ECG; and an assessment of the residual defect status by TTE, were
perfarmed at hospita!l discharge and at 12 months. [fthe TTE was inconclusive, a TEE or angiography may have been performed.

7.5.3 Continued Access Study
The methodology and follow-up of the continued access study was the same as that of the device treatment ama of the pivotal study.

7.0 Results

7.0.1 Pivatal Study - Device Treatment Arm

The GORE HELEX Septal Qccluder was successfully implanted in 88.1% {119/135) of subjects with a delivery attempt. No deaths,
device-related thrombus, perforations, or erosions requiring surgery were reported. Major adverse events were reported in 5,9% of
subjeets with a successful delivery through the 12-manth follaw-up. Clinically sucecssful clasure {complete occiusion or clinicaliy
insignificant leak), as determined by echocardiographic core lauboratory review, was achicved in 98.1% of subjects evaluated at 12
manths post-procedure. The primary-¢clinical success endpoint wus achieved in 91.7% of subjects evaluated.

1.6.2 Pivotal Study - Surgical Control Arm

Major adverse events were reparted in 10.9% of control subjects. One death resulting fram complications of post-pericardiotomy
syndrome was reported. Clinically successful closure, 45 determined by echocardiagraphic core laboratory review, was achieved in
100% of subjects evaluated at 12 months post-procedure. Clinical success was achieved in 83.7% of subjects evaluated.

7.63 Continued Access Study

The GORE HELEX Septal Occluder was successfully implanted in 85.6% of subjects with an attempt, No deaths, device-related
thrombus, perforations, or erosions requiring surgery were reporied. Major adverse events were reported in 3.9% af subjects with a
successful delivery who have been evaluated through 12 menths: Clinically suceessful closure, as determined hy echocardiographic
core laboratory review, was achieved in 98.0% of subjects who have been evaluated at 12 months post-procedure. The primary
clinical success endpoint was achieved in 92.6% of subjects evaluated.

764 Tables of Satety and Effectiveness Results

The principal safety and effectiveness results through 12 months and the procedure nutcemes (nr the pivetlal and continued access
studies are reported in Tables 7 and 8.
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Table 7
GORE HELEX Septal Occluder Studies
Principal Safety and Effectiveness Results

Pivotal Study Continued
Device Surgery Difference Access
Study Qutcomes Arm Arm {95% cIy* Study
Technical Success’ 119/135 (88.1%) na na 1137132 (85.6%)
Clinical Closure Success’
Pre-Discharge 115/118 (97.5%) | 123/123 (100%) | -2.5% {-5.4%, 0.3%) | 110/112 (98.2%)
Month 6 99/101 (98.0%) na na 80/80 (100%)
Month 12 103/105 (98.1%) | 82/82 (100%) -1.9% (-4.5%, 0.7%) 50/51 {98.0%)
Principal Safety Measures
Major Adverse Events 12 Months 7118 (5.9%) 14/128 {10.9%) | -5.1% (-11.9%, 1.8%) 377 (3.9%)
Minor Adverse Events 12 Months 34/119 (28.6%) 36/128 (28.1%) | 0.4% (-10.8%, 11.7%) 21777 (27.3%)
Survival at 365 Days (K-M) 100% 99.1% 100%
Composite Clinical Success 12 Months® | 100/108 (91.7%) | 72/86 (83.7%) | 8.0% (-1.3%, 17.4%) 50/54 (92.6%)

NOTE: Analysis includes non-training Pivotal subjects and non-fraining Continued Access subjects enrolled and evaluated through 12
moenth follow-up as of dalabase closure on 12/15/05.

na - not applicable

! Technical Success defined as successful delivery of the device in subjects with a delivery attempted

? Clinical Closure Success defined as residual defect that is either Completely Occluded or Clinically Insignificant Leak. Leak status was
evaluated by the investigational sites at pre-discharge and 6 months and by the echocardiography core lahoratory at 12 months

* Composite Clinical Success defined as no major adverse event or repeated procedure and clinical closure success at 12 months

* Differences between Pivolal device and surgery groups and assacialed 95% confidence intervals

Table 8
GORE HELEX Septal Occluder Studies
Procedural Outcomes

Pivotal Study
Device Surgery Difference Continued
Arm Arm {95% Ci)’ Access Study

Subjects with Delivery Attempt/Surgery 135 128 132
Total Time Under Fluoroscopy {minutes}

n 134 na 127

Mean (Std Dev) 28 (21) 23 (16)

Median 22 i9

Range (6, 148) : (5. 116)
[Total Time Under Anesthesia {minutes)

n 133 128 125

Mean {Std Dev) . 168 (63; 205 (43) -37.1 (-50.3, -23.9} 157 (61)

Median 160 202 153

Range (55, 360) (30, 3300 {30, 380}
Days in Hospital for Procedure

n 135 128 129

Mean {Std Dev) 1(0) 3(1} -1.9(-2.1,-1.7) 1{0)

Median 1 3 1

Range (0, 4) {1,9) (0, 2}

NOTE: Analysis includes all nontraining Pivotal subjects and Continued Access subjects enrolled and evaluated through 12 month follow-
up as of dalabase closure on 12/15/05.

na - not applicable

' Differences between Pivolal device and surgery groups and associated 95% confidence intervals
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Table 9 presents the number of devices attempted and number of those successfully delivered for each device size overall and by
subject age at procedure for combined device subjects from the pivotal and continued access studies.

Table 9
GORE HELEX Septal Occluder Studies
Number of Devices Attempted and Successfully Delivered

By Device Size and Subject Age at Procedure
HELEX HELEX HELEX HELEX HELEX
15 mm - 20 mm 25 mm 30 mm 35mm Overall
(Ns/Na)' {Ns/Na)' (Ns/Na)’ {Ns/Na)' (Ns/Na)' (Ns/N,)'
Subject Age
infant (< 2 yrs) 141 3/4 2/5 0 0 6/10
Child (2-5 yrs) 5/5 211735 537100 27 /64 4712 110/ 216
Child (6-11 yrs) 3’74 10/12 15/ 24 23741 4712 55793
Adolescent (12-20 yrs) 2/2 6/9 11/15 10/ 16 127122 41/64
Adult (21+ yrs) 0 0 516 718 9713 21727
Qverall 11/12 40/60 86/ 150 67 /129 29/59 233/410

NOTE: Analysis includes non-training Pivotal device subjects and non-training Continued Access subjects enrolled and evaluated through
12 month follow-up as of database closure on 12/15/05.
' Ng = Number of successful device deliveries, N, = number of devices attempted.

Table 10 presents the frequency of reported medications at follow-up visits for combined device subjects from the pivotal and
continued aceess studies.
Table 10
GORE HELEX Septal Occluder Studies
Summary of Reported Medications for Device Subjects

Pre- Six Twelve
Procedure Pre-Discharge Months Months
Medications

Anti-Platelet 23/300 {7.8%) 2001231 (86.6%) | 122183 {66.7%) 141177 (7.9%)
Anti-Arrhythmic 7/300 (2.3%) 6/231 (2.6%) 5183 {2.7%) ANT7T (2.3%)
Anti-Hypertensive 4/300 (1.3%) 2/231 (0.9%) 3183 {1.6%) INTT(1.7%)
Anti-Coagulant 3/300 (1%) 12/231 (5.2%} 21183 {(1.1%) INMTT(1.7%)
Diuretic 8/300 (2.7%) 21231 (0.9%) 2183 {1.1%) 277 (1.1%)

NOTE: Analysis includes non-training Pivotal device subjects and nen-training Continued Access subjects enrolled and evaluated through
12 manth follow-up as of database clesure on 12/15/05.

Table 11 presents a summary of procedural fluorescopy time by device delivery success and number of devices attempted for
combined device subjects trom the pivotal and continued access studics

Table 11
GORE HELEX Septal Occluder Studies
Summary of Procedural Fluoroscopy Times for Device Sublects

Median Range

N {minutes} (minutes)

Subjects with Successful Delivery 232 18.7 {5.3,92.1)

One Device Attempted 161 15.7 {5.3, 46.86)

Two Devices Attempted 49 28.8 {9.8,76.1)
Three or More Devices Attempted 22 40.0 (24.0, 92.1)
Subjects with Unsuccessful Delivery 35 36.2 {13.4, 148.0)
One Device Attempted 17 27.3 {13.4,51.3)
Two Devices Attempted 9 34.9 (31.3.56.2)
Three or More Devices Attempted 9 72.4 {41.5, 148.0)

NOTE: Analysis includes non-training Pivotal device subjects and non-training Continued Access subjects enrolled and evaluated through
12 menth follow-up as of database closure on 12/15/05.

7.7 Conclusions

The clinical success outcomes satisficd the primary. non-inferiority hypothesis for the pivotat study (p<0.001 using two-sample
binomial proportions test with non-inleriority margin of 10703 and indicated that the chinical success rate of the GORE HELEX Septal
Occluder is notinferior w surgical closure,
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8.0 HOW SUPPLIED

The GORE HELEX Septal Occluder is supplied STERILE in a protective tray in one or more pouches. Provided that the integnity of
the pouches is not compromised in any way, they will serve as an effective barrier until the "use by” {expiration) date printed on the
box.

8.1 REQUIRED MATERIALS

. GORE HELEX Septal Occluder
. A large volume syringe

. Hepannized saline

. Y -adapter

. Sizing balloon

. § Fr or greater introducer sheath

. Sterile bowl
9.0 RECOMMENDED PROCEDURES
9.1 HANDLING THE PRODUCT

The GORE HELEX Septal Occluder is supplied sterile. Check the "use by" (expiration date) and the condition of the package. If there
is no obvious damage to the package, all of the contents should be removed from the package in the cardiac catheterization facility in
an aseplic manner and placed on a sterile field in preparation for inspection prior to use.

9.2 SIZING THE DEFECT AND SELECTING THE PROPER OCCLUDER S1ZE

9.2.1 General recommendations

When sizing the atrial septal defect use ultrasound 1o measure the septal length in the 4-chamber and short axis views.

Measure the septat defect using the stretched defect balloon technigue. Place a contrast fifled, compliant balloon across the defect and
gently inflate until shunting through the defect has stopped. At this point measure the stretched diameter of the defect using either
ultrasound or calibrated biplane fluoroscopy.

When selecting the Occluder size for the defect, consider the following;

. The Qccluder size selected for the defect should achieve at least a 2:1 ratio.

. To assure that there is adequale space to accommaodate the dise within the atrial chamibers the selected Occluder diameter should
be no more than 90% of the measured septal ength.
. The septal tissue margins surrounding the defect must be of sufficient size and inteprity to prevent the disc prolapse through the

defect and embelization.
, The GORE HELEX Septal Occluder is not recommended for defeets larger than 18 mm.

9.3 DEVICE PLACEMENT

1. Tvaluaie the defect and atrial chamber size by TEE or ICE with color flow Doppler measurement, confirming that there is
adeyguate space to accommodate the selected Qccluder size without impinging on adjacent cardiac structures (e.g. A-V valves,
ostia of the pulmonary veins, corenary sinus).

2. Determine defect size using a sizing balloon across the defect.

3. Ensure there is an adeguate nim to retain the Oceluder in 275% of the circumference of the defect.

4. The recommended GORE HELEX Septal Occluder size should provide a 2:1 Occluder diameter-to-defect diameter ratio.
Deploying the Gceluder in cases where the Occluder diameter-to-defect diameter ratio is below 2:1 increases the risk of
device embolization and residual defects. An Occluder that pulls through the defect during disc confermation may be too
small and should be removed and replaced with a larger size.

9.4 QCCLUDER PREPARATION

1. Inspectthe produet for damage and ensure that the eyelets are engaged over the mandrel.

FIGURE 3

Left Atrial
Eyelat

2. Loading the Occluder into the black delivery catheter: To reduce the chiance of air entrapment in the delivery system. this
step should be conducted with the Oceluder submerged in a heparinized saline bath. Attach a v-udapter to the red retrieyal cord
cap and Gl a large volume syringe with heparinized saline. Begin by flushing the contral catheter, then, while continually
flushing, advance the mandrel and draw back on the gray control catheter until the entire Oceluder has been withdrawn into the
black detivery catheter (Figures 4, 3, and 6). 1 the Qceluder cannot be easily withdrawn into the delivery catheter the product



should not be used.
FIGURE 4
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FIGURE 5 FIGURE 6

3. Removing air from the delivery system: After the Occluder has been loaded into the delivery catheter, continue to flush the
delivery system through the y-adapter side port. Cover the tip of the black delivery catheter with a gloved fingertip and continue
to flush until flushing media is obscrved at the hub of the delivery catheter.

4. Once the delivery system is flushed, ready for use, and placed within the introducer sheath, remove the y-adapter. Verify that
the red retrieval cord cap is securely attached to the gray control catheter.

9.5 OCCLUDER DELIVERY

Throughout the procedure, the patient must be heparinized sufficiently to maintain an Activated Clotting Time (ACT) value of greater

than 200 seconds.

1. Once the defect is confirmed and measured, insert the black dehivery catheter through the introducer sheath and advance the
catheter tip through the defect.

2. Confirnt that the tip of the black delivery catheler is across the defeet using TEE or [CE.

3 Deploy the left atrisl disc of the GORE HELEX Septal Oecluder into the left strium by advancing (pushing) the gray control
catheter, then retracting (pulling) the mandrel te form the Occluder. Repeat the "push-pull” method uatil the center (septal)
cyelet of the Occluder has exited the tip of the black delivery catheter. During deployment of the Left Atrial {L,A.) disc, care
must be taken to prevent inadvertent lock release by ensuring that the left atrial evelet is well outside (3 mm) the visible
end of the black delivery catheter tip (Figure 7).

FIGURE 7

b7

4. Oncee the eft awrial disc is deployed, pull back on the delivery system until the Occluder is in centact with the septal wall, (Figure

8.
5. Conlirm proper position using TEE or [CE. [f the position is not correct, refer to the repositioning steps later in these
instructions.
FIGURE 8
6. Deploy the right atrial dise of the Occluder into the right atrial chamber by first withdrawing the black delivery catheter away

fromuthe deft atrial dise and sepum by 2-3 e, Form the right atrial dise by holding the mandrel and black delivery catheter in
position and pushing the gray control catheter torward. Continue deployment until the tip of the gray controt catheter has exited
the black delivery catheter and both sides of the device have assumed opposing planar dise shapes (Figure 93,

FIGURE 9
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9.6

9.7

Control
Catheter (Gray)

Delivery
Catheter {Black)

Confirm the position of the Occluder using TEE or ICE and assess for residual leak. The discs should appear planar and oppesed
1o the septum with a space equal to the septal thickness. Again, if the position is not acceplable, refer to the repositioning steps
later in these instructions.

OCCLUDER LOCK AND RELEASE

In preparation for lock release, advance the tip of the gray control catheter until it is in contact with the Ccecluder.

Confirm the position and alignment of the three eyelets and the Occluder.

Advance and position the tip of the black delivery catheter against the right atrial Occluder disc (Figure 19).
FIGURE 10

Delivery
Catheter (Black)

4. Unscrew the red retrieval cord cap and remove it from the delivery system.

FIGURE 11
Centrol
Catheter 1arayi
. ' 0
Delivery - U
Catheter Blaki . -

“ Patrleval Card iwhiter

While maintaining contact of the delivery catheter with the Occluder, withdraw the control catheter {-2 cm (Figure 11) and
return the control catheter (o its original position against the Occluder. This step provides 1-2 cm of retrieval cord "slack”
between the tip of the control catheter and the right atrial eyelet.

Pull the delivery catheter back 2-3 cm.

With the control catheter in contact with the Occluder, pull back on the mandrel until the Tock is released inside the control
catheter. If needed. the control catheter can be withdrawn o complete the release of the locking loop. Do not withdraw the
control catheter so far that the refrieval cord end is pulled inside the delivery catheter hub.

Withdraw the mandrel and remove it completely from the delivery systen.

At this step, the Occluder is still loosely attached to the gray control catheter by the retrieval cord. If the Occluder position is not
aceeptable. it may be removed by replacing the retrieval cord and red retricval cord cap (refer to Step 2 of “Retrieving or
Recapturing the GORE HELEX Septal Oceluder™) and unlocking the Oceluder.

With appropriate imaging, re-check the device position. Once the gray control catheter is withdrawn (in the next step).
the Occluder cannot be retrieved using the delivery systen.

Place the tip of the black delivery catheter against the Qccluder and remeve the grav contro! catheter and retrieval cord from the
delivery catheter lumen. This step eliminates the ability w retrieve the Oecluder using the retrieval cord.

REPOSITIONING THE OCCLUDER

The Occluder can only be repositioned prior to lock release.

To reposition the atrial dises, reverse the deployment steps by advancing (pushing) the mandrel (Figure ), then retracting
{pulling) the gray contrel catheter (Figure 6). Repeat this reverse "push-pull” method until enough of the Occluder has been
retricved into the black delivery catheter to allow the Occluder w be safely manipulated. Repositien the black delivery catheter
and then repeat the deployment steps as outlined above,
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2. Prior 1o lock refease, both the right atrial and the lefl atrial discs can be repositioned by using the reverse "push-pull" method.
9.8 RETRIEVING OR RECAPTURING THE GORE HELEX SEPTAL OCCLUDER

If the Occluder is retrieved, it should be disposed of, and a new Qceluder should be used to complete the procedure.
I. Ifthe lock is released and/or mandrel removed, and if the retrieval cord is still attached to the gray control catheter, the Occluder
can be removed by pulling it inta its tincar form ("unlocking™).
= Tighten the retrieval cord and securcly attach the red retrieval cord cap.
= Position the black delivery catheter in the right atrium and withdraw the gray contro! catheter white obscrwng the right atrial
disc begin to return to its linear form ("unfocking™} (Figure 12).
¢+ Provide sufficient space to allow the locking loop to straighten without contacting the black delivery catheter.

FIGURE 12

Do not aitempt to pull the device back into the black delivery catheter if excessive foree is encountered.

- lwportant: Without the mandrel to support the wire frame, the aperator must prevent catching the eyelets on the introducer
sheath or delivery catheter tip. 1f an eyelet catches on the apening of the introducer sheath and the device is forcefully
pratled inside the sheath tip, the retrieval cord may break or the wire frame may fracture.

- Normal retrieval practices will bring 50-100% of the Occluder frame into the delivery catheter. [f locked or unlocked
portions of the occluder remain outside of the delivery catheler, withdraw the contral eatheter and delivery catheter
wiether. If necessary, remove the introducer sheath and the Occluder together.

2. Emergency recapture In the event that the Oecluder is malpositioned, embolized, or prematurely deployed, il can be recaptured
with the aid of a loop snare. A long sheath {I{} Fr ar greater) pasitioned close (o the device is recommended for recapture. Avoid
pulitng the unlecked device across valve tissue.

4.9 Multiple Attempts to Close An Atrial Septal Defect

. Anninal placement of the Oceluder may be considered 1o assess the Occluder efficacy or 1o assess the Occluder size, position,
seplal tissue Integrity, and the defect spacing in the case of multi-fenestrated defects. Should the placement of an initial
Occluder result in a residual defect that is clinically significant or if the Occluder appears unstable due to poor tissue integrity it
is recommended that the Oceluder be remaved. 1 prelonged or multiple atlempts at oceluder placement are fequired,
consideration should be given 1o minimize the patient’s exposure to radiation (see Table 11). [ the patient’s seplal anatomy is
determined to be unsuitable for the GORE HELEX Septal Occluder, alternative treatment options such as other Occluder designs
ar surgical closure of the defect should be considered.

. If successiul delivery cannot be achieved afier 2 attemipts, an alternaic treatment for ASD closure is recammended.

16.0 POST-PROCEDURAL RECOMMENDATIONS

» Patients should take appropriate prophylactic antibiotic therapy consistent with the bl1ysician's reutine procedures following device
implantation.

s Patients should be treated with antiplatelet therapy, such as aspirin or clapidogrel bisulfate, for & months post-implant. The
decision (o continue antiplatelet therapy beyond 6 tmonths is at the discretion of the physician.

= L patients sensitive to antiplatelet therapy. sllernalive therapies. such as anlicoagulants. should be considered.

* Patients should he advised to avoid strenuous physical activity for a periad of at least two weeks after accluder placement.

« Panents should have transthoracic e(‘houdrdwp__mplnc (TTL} exams prior to discharge. and at 1, 6, and 12 months afier eccluder
placement to assess defect clogure.

¢ Flueroscopy examination withou! contrast is recommendued at 12 menths post-procedure for patients with a 35 muim device with
attention directed toward possible wire frame fractures.

11.0 MRIINFORMATION

v Through nen-clinival wxring, the GORE HELEX Sepral Ovceluder s boen shown ro be MRT safe ar fickd strengrhs of 3.0 Tesla or
fess and a smaxinem whole bodv averaged specific absorpiion rate (SAR) of 3.0hwrkg for 13 minutes of MRI The GORE HELEX
Seped Ovelwder sthowdd nocmigrate in this MRE environment, Non-cfinical westing has not heen performed to rule our the possibilin
af device migration ai fickd strengehs figher than 3.0 Testa, '

fu this resting, e CGORE HELEX Sepraf Occlwder produced o temperaiure vise af foss than or equal 1o 0.5 degrees Cat a
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maximum wiole body averaged specific absorption rate (SAR) of 3.0 wikg for 15 minutes of MR,

MRI quality may be compromised if the area of inferest is in the exact same area or relatively close ta the position of the GORE
HELEX Septal Occluder.
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