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1. Medical device name
The Fantom Encore Sirolimus-Eluting Bioresorbable Coronary Scaffold (Fantom Encore scaffold).

2. Manufacturer
REVA Medical, Inc.
5751 Copley Drive
San Diego, CA 92111, USA

Authorized representative of the Manufacturer on the territory of the Russian
Federation

SP-CARDIO Ltd.

107076, Russia, Moscow,

Matrosskaya Tishina str., h, 23,, bid, 1

Tel.: +7 {903) 616-15-71

e-mail: sp_cardio@rambier.ru -~

3. Daevice description
The Fantom Encore Sirolimus-Eluting Bioresorbabile Coronary Scaffold (Fantom Encore scaffold)
Is a medical device, which Is a combination product comprised of two regulated components: a

vessel remodels itself, the scaffold will gradually degrade. As the scaffold degrades and is

resorbed, there is a seamiess integration of arterial tissue into the space previously occupied by
the scaffold.

Device Component Description

The Fantom Encore scaffold is made from a polycarbonate co-polymer of tyrosine analogs. The
scaffold polymer material has been formulated to allow for direct visualization under standard
fluoroscopy. The radiopacity of the entire scaffold structure is equivalent to currently marketed
cobalt chromium devices. The scaffold is Intended to be delivered in a guide catheter with a

minimum inner dlameter of 0.066 in/1.68mm/6Fr. Refer to Table 1 below. The scaffold is
. currently available in the following sizes:

Table 1. Scaffold Information

Scaffold Size Minimum 1.0, Guide Catheter {in/mm/Fr.)
2.5 mmx 12 mm 0.066/ 1.68/ 6 Fr.
3.0 mmx 12 mm 0.066/ 1.68/ 6 Fr.
3.5 mmx12 mm 0.066/ 1.68/ 6 Fr.
2.5 mm x 18 mm 0.066/ 1.68/ 6 Fr.
3.0 mm x 18 mm 0.066/ 1.68/ 6 Fr.
3.5 mm x 18 mm 0.066/ 1.68/ 6 Fr.
2.5 mm x 24 mm 0.066/ 1.68/ 6 Fr.
3.0mmx24 mm 0.066/ 1.68/ 6 Fr.
| 3.5 mmx 24 mm 0.066/ 1.68/ 6 Fr.

2
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The active pharmaceutical ingredient in the Fantom Encore scaffold is Sirolimus (also known as
Rapamycin). Sirolimus is a macrocyclic lactone produced by

The chemical name of Sirolimus (aiso known as Rapamycin) is (35, 6R, 7€, 9R, 10R, 12R, 145, 15E,

-~ 17E, 19€, 215, 23S, 26R, 27R, 34as})-9, 10, 12,13, 14, 21, 22, 23, 24, 25, 26, 27, 32, 33, 34, 34a-
hexadeuhvdro-9,27dhydmxy-3{(ln}z-[(1ssn,m}+hydmxy-3-meﬂlmydohw}1-

® methylethyl]-10,21-dimethoxy-5, 8, 12, 14, 20, 26-hexamethyl-23,27-epoxy-3H-pyrido [2,1-

c)(1,4) Oxaazacyclohentriacontine-1, 5,11,28,29 (4H,6H,31H)-pentone, its molecular formula is

CS1H79NO13 and its molecular weight is 914.2. The structural formula of Sirolimus is illustrated

o

Sirolimus is a white to off-white powder and is insoluble in water, byt freely soluble in

benzylakohol, chloroform, acetone, and acetonitrile, The target dose for each device size |s
provided in Table 2.

Table 2. Sirolimus Dose per Scaffold Size

Scaffold Size Target Dose (ug) |
2.5 mmx 12 mm

70
3.0mm x 12 mm 72
3.5 mm x 12 mm 72
2.5 mm x 18 mm 105
3.0mm x 18 mm 115
3.5 mm x 18 mm 115

2.5 mm x 24 mm 140
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3.0 mm x 24 mm 145
3.5 mm x 24 mm 145
Polymer Carrier

The polymer used for the scaffold structure is the same polymer used as the drug carrier. The
polymer is mixed in a solvent with the drug Sirolimus and then applied to the abluminal surface
of the scaffold. There Is no primer or topcoat layer,

Table 3: In vitro Compliance Information, 2.5mm Diameter

Pressure (atm) | Pressure (kPa) [ 2.5 x12 mm | 2.5x 1I8mm | 2.5x24 mm
6 608 2.46 mm 2.46 mm 2.46 mm
7 709 2.50 mm 2,50 mm 2.50 mm
8 811 2.54-mm 2.54 mm 2.55 mm
9 912 2.58 mm 2.58 mm 2.59 mm
10 1013 2,63 mm 2.62 mm 2.64 mm .
. 11 1115 2,67 mm 2.66 mm 2.68 mm
12 1216 2.71 mm 2.70 mm 2.73 mm
13 1317 2.75 mm 2.74 mm 2.77 mm
14 1419 2.79 mm 2.78 mm 2.82 mm
15 1520 2.84 mm 2.82 mm 2.86 mm
16 1621 2.88 mm 2.86 mm 2.91 mm
17 1723 2.92 mm 2.90 mm 2.95 mm
18 1824 2.95 mm 254 mm 3.00 mm
19 1925 2.99 mm 2.98 mm 3.04 mm
20 2027 3.03 mm 3.02 mm 3.08 mm

Nominal pressure: 7 atm (709 kPa) for all sizes.
Rated burst pressure: 18 atm {1824 kPa) for all sizes.

Table 4: In vitro Compliance Information, 3.0mm diameter

Pressure (atm) | Pressure (kPa) | 3.0x12mm [3.0x18 mm 3.0x 24 mm

6 608 2.96 mm 2.96 mm 2.96 mm

. 7 709 3.00 mm 3.00 mm 3.00 mm
8 811 3.05 mm 3.05 mm 3.04 mm

9 912 3.09 mm 3.10 mm 3.08 mm

10 1013 3.14 mm 3.15 mm 3.11mm

11 1115 3.18 mm 3.20 mm 3.15mm

12 1216 3.23 mm 3.25 mm 3.19 mm

13 1317 3.27 mm 3.30 mm 3.23 mm

14 1419 3.32mm 3.35 mm 3.27 mm

15 1520 3.36 mm 3.40 mm 3.30 mm

16 1621 3.41 mm 3.45 mm 3.34 mm

17 1723 3.45 mm 3.50 mm 3.38 mm

18 1824 3.50 nm 3.55 mm 3.40 mm

19 1925 3.54 mm 3.60 mm 3.44 mm

20 2027 3.58 mm 3.65 mm 3.48 mm

4
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Nominal pressure: 7 atm (709 kPa) for all sizes,
Rated burst pressure: 18 atm (1824 kPa) for all sizes,

Table 5: In vitro Compliance Information, 3.5mm diamater

Pressure (atm) | Pressure (kPa) | 3.5x 12 mm 35x18mm| 3.5x24 mm

6 608 3.46 mm 3.46 mm 3.46 mm

7 709 3.50 mm 3.50 mm 3.50 mm

8 811 3.55 mm 3.5 mm 3.54 mm

9 912 3.60 mm 3.59 mm 3.68 mm

10 1013 3.64 mm 3.64 mm 3.61 mm

11 1115 3.69 mm 3.69 mm 3.65 mm

12 1216 3.74 mm 3.74 mm 3.69 mm

13 1317 - 3.79mm 3.78 mm 3.73 mm

14 1419 3.83mm 3.83 mm 3.76 mm

N 15 1520 3.88 mm 3.88 mm 3.80 mm
. 16 1621 3.93 mm 3.92 mm 3.84 mm
17 1723 3.98 mm 3.97 mm 3.88 mm

18 1824 4.04 mm 4.02 mm 3.92 mm

19 1925 4.08 mm 4.05 mm 3.95 mm

20 2027 4.12 mm 4.09 mm 3.98 mm

Nominal pressure: 7 atm {709 kPg) for all sizes.
Rated burst pressure: 18 atm {1824 kPa) for all sizes.

4. How

STERILE: This device Is sterilized with Electron Beam Sterilization. it is Intended for single use only,
It is non-pyrogenic. Donotuselfﬂrepadmgeisopenedordamaged.

CONTENTS:

® One (1) Fantom Encore Sirofimus-Eluting Bloresorbable Coronary Scaffold, premounted

onto the balioon of a rapid exchange delivery catheter, and covered by a removabie
N protective sleeve.

. ® One (1) instructions for Use booklet
¢ One(l) shipping mandrel

STORAGE: Store at 0°C to +25°C, in an enclosed space In the original manufacturer’s packaging
for the labeled shelf life, Emurslonsabove.’-O'Cmustbeforlesthan 30 minutes.
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5. Indication for use

i Fantom Encore scaffo ) ) ) ) )
co™”ary lumirral diameter in patients with

de novo lesions in native coronary arteriesr 2.5 mm'lTwaTt'elfer

6. Contraindications
Corona”r artery stenting with the Fantom Encore scaffold is contraindicated in the foilowing:
atients in whom antiplatelet and/or anticoagulant therapy Is contraindicated
Patients with a known hypersensitivity and/or contraindication to aspirin, both heparin

and bivalirudin, clopidogrel, ticlopidine, prasugrel, and ticagreior, propane-13-diyi bis(3-
- its ‘'structurally S e d

Paxrt!, ;' tell medicated,

angioplasj balloon!rn

e Patients with highly calcified lesions.

7. Warnings

e The use of this device carries an associated risk of subacute thrombosis vascular

sIT "u 1°” should be carefully selected.
Scaffo ding should be generally avoided in those patients at heightened risk of bleeding

infiron .. o P®P‘'= disease) in which
anticoagulation therapy would be contraindicated.

e Persons who are unable to tolerate long-term dual antiplatelet therapy (aspirin

Thould nov, "' " . . . °f 12 months
shou'g not be considered for implantation of the Fantom Encore scaffold )

8&8V8TE FRaction fo coffera®t agents F~d®"ts with a history of

mS v rir's 'z "
t°hildsf""' appropriate training should perform implantation of

Scaffold placement should only be performed at hospitals where emergency coronary
artery bypass graft surgery can be readily performed. n

unk?ollt prisen”

e Se°te"°gents°“ alcohol, or

i H damaged prior to use.
250mm or I "" ®"®tage reference diameter <
2.50 mm or in vessels with an individual reference segment< 2.40 mm in diameter
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8. Precautions
8.1. Scaffold Handling - Precautions
contents are supplied STERILE. Do not use if the sterile barrier is damaged
‘«ad to

device failure lich i7 Z lv U i.

cause patient infertion or cross-infection including

of Infectious disease(s) from one patient to annth”™l r transmission

lead to injury, illness or death of the patient the device may

Use prior to the “Use by Date". Store at controlled room temperature

to t* ~Vstem.-The scaffold isnot

balloon. Removing the scaffold from its «""’ped onto another

damage the scaffold and/or lead to scaffold em bolahir"

Scaffold Placement- Precautions

» » ® «n

device using a guide catheteZz h a Smat "«® "'Pt'"g to place this

failed procedure, damageZhrscaffoir MANANNNNANN result in a
event to the patient, including death. 8®r"ent and/or a serious adverse

scaffold*b”~Tond tthed”am'ion 1Z Z~ab te J)° EJpansioT '™ “d""""® *°

1.TM’\..|nth.ﬂ !M ,M ,1 7 bAT L""TM
use of a non-compllant balloon that i« no

diameter specified in the aoolicable H

REVA recommends the
°®ra™ °tthe nominal scaffold

the scaffold beyol thssp e SSL

patient, including death « "«rious adverse event for the

DII"nLImit

JViaximumbMdilatinn limit

31 mm

.Maximum,post-dilation limit
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¢ Do not expand the scaffold Ifltlsnotproperlypositbnedlnthevessel(&esecﬂona.a
Scaffold System Removal - Precautions).

. Useofpnssmeshlsherﬂnnspedﬂedondwioehhelingmwremltlnammedballoon “-~
o and potential intimal damage and dissection. The scafiold Inner diameter should
approximate 1:1 times the reference diameter of the vessel.

*  funusual resistance is felt at any time during lesion access, prior to scaffold implantation,
the Scaffold System and guide catheter should be removed carefully. (See section 8.3
Scaffold System Removal - Precautions).

* The scaffold system should be introduced into the coronary arteries one time only. The
system should not be subsequently moved in and out through the distal end of the guide
catheter as scaffold damage, balloon damage, or scaffold dislodgement from the balloon
may occur.

* Scaffold retrieval methods (use of additional wires, snares and/or forceps) may result in
additional trauma to the vascular site, Complications can include bleeding, hematoma or
pseudoaneurysm.

8.3. Scaffold Systam Removal - Precautions

scaffold as it relates to the bafloon markers. if movement of the scaffold is observed
relative to the balloon marker location, immediately stop retraction into the guide
Catheter, if any movement of the scaffold is observed, carefully retract the Scaffoid
System and the guide catheter from the patient as a single unit while leaving the
guidewlre across the lesion,

Failure to follow these steps and/or applying excessive force to the Scaffold System can

potentially resuit in scaffold damage, scaffold dislodgement from the balloon, damage to the

delivery system, and potential injury or death to the patient.

84. Post implant - Precautions
Caremustbeexemladwhencrossinga newly deployed scaffold with an intravascular ultrasound
{IVUS) catheter, an optical coherence tomography (OCT) catheter, a coronary guidewire, or a
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balloon catheter, to avoid disrupting the scaffold placement, apposition and/or geometry.
8.4.1. Magnetic Resonance Imaging (MR))

Fantom Encore Is MR Safe. Fantom Encore is comprised of material that Is electrically
nonconductive, nonmetallic, and n

8.4.2. Mechanicsl Atherectomy Devices

Information regarding known drug interactions can be found In the full prescribing information
@ for RAPAMUNE (Sirollmus) ORAL SOLUTION AND TABLETS, Wyeth Pharmaceuticals, initial U.S,
Approval; 1999,

The effect of drug interactions on the safety or efficacy of the Fantom Encore scaffold has not
been determined.

]

¢ Access site complications which may require surgical repair
® Acute myocardial infarction

[ ]

Allergic reactions to antiplatelet agents, contrast media, or propane-1,3- diy! bis(3-(4-

hvdroxy-s,s-diiodophenyl)propanoate), or sirolimus and s structurally related
compounds

Aneurysm, pseudoaneurysm

Angina, stable or unstable

Arrhythmias

Arteriovenous fistula

Bleeding complications, which may require transfusion
Cardiac arrest

Cardiac, puimonary or renal fallure or insufficiency
Cardiac tamponade

Coronary artery spasm

Damage to vesse! requiring CABG

Death

Dissection, perforation or fupture of the coronary artery
Drug reactions to antiplatelet/anticoagulation agents or contrast media
Embolism {air, tissue, device or thrombus)

Emergent or non-emergent Coronary Artery Bypass Surgery
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Fallure to deliver the device to the intended area
Hemorrhage

Hypotension/hypertension

Infection and/or pain at the access site
Inflammation or infection

Myocardial Ischemia and/or infarction

Pericardial effusion

Peripheral ischemla

Pulmonary edema

Restenosis of treated segment

Scaffold embolization, breakage or misplacement
Shock

Stroke/transient Ischemic attack

Thrombosis -~
Total occlusion of the artery

Vascular complications, including at the entry site, which may require vessel repair

Ventricular arrhythmias, including ventricular fibrillation or tachycardia
Vessel spasm

® O 6 & & ¢ ¢ 9 & O @ O 6 s 0 0 0o

¢ Diarrhea or constipation

o Headache

® Increased blood pressure

¢ Increased cholesterol or triglyceride levels

* Insomnia

®* Nausea

® Rash

® Sore or weak muscles or joints

L Tl'en'lor -
® Upper respiratory or urinary tract infections
® Water retention

lymphocyte activation and proliferation that occurs in response to antigenic and cytokine
(interleukin [iL}-2, IL-4, and IL-15) stimulation by a mechanism that is distinct from that of other
Immunosuppressants. Sirolimus also inhibits antibody production. in celfs Sirolimus binds to the
immunophitin, FK Binding Protein-12 {FKBP-12), to generate an immunosuppressive complex,
The Sirolimus: FKBP-12 complex has no effect on calcineurin activity, This complex binds to and
inhibits the activation of the mammalian Target of Rapamycin {mTOR), a key regulatory kinase.

This inhibition suppresses cytokine-driven T-cell proliferation, inhibiting the progression from the
Gltothe S phase of the cell cycle.

10
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10.2, Elution and Tissue Deposition

Stent (a product of Cordis/i8)).
Preclinical studies have shown the amount of Sirolimus the Fantom scaffolds eluted was 53% by

risk versus the commercial CYPHER product.

The Cypher Sirolimus-Eluting Coronary Stent received CE mark approval in 2002 and FDA
approval in 2003, and has been evaluated in multiple dinical studies. Following is information
regarding the clinical results of the Cypher Stent as published in the Instructions for Use for the

CYPHER Siroli Stent on RAPTORRAIRL Rapid Exchange Delivery System:
The double-blinded SIRIUS {Sirolimus-Eluting Stent in De Novo Native Coronary Leslons) trial
~ nndomlaed1,058puﬂentswmudenovooomnawaneqbslomtoelu1erﬂ1ewphersum(533
. patients) or a bare metal stent nts)

Table 7. SIRIUS Trial: Cumulative Events at 5 Years

Cypher (n = 533) BMS (n = 525) P Value
MACE 20.3% 33.5% <0.0001
TLR 9.4% 24.2% < 0.001
TVR 22.5% 33.5% < 0.0001

System. As such, emulation of Cypher drug elution and tissue deposition is a reasonable
benchmark for the Fantom Scaffold,

N 20.3. Immune Suppression Potential
Sirolimus, the active Ingredient in the Fantom Encore scaffold, is an immuno- suppressive agent
o that is also available In oral formulations. The peak systemic blood concentration of Sirofimus

transplant patients (12.2 + 6.2 ng/mlL). While immune suppression has not been specifically
evaluated as a result of Implantation of the Fantom Encore scaffold, it may be possible for
Systemic concentrations of Sirolimus to approach immuno- suppressive levels temporarily,

they are also taking orai Sirolimus, other Immunosuppressive agents, or are otherwise at risk for
immune suppression. The use of Sirolimus is not recommended in liver or lung transplant
Patients. Complete information regarding potential immune Suppression risks of Sirolimus can

be found in the full prescribing information for RAPAMUNE (Sirolimus) ORAL SOLUTION AND
TABLETS, Wyeth Pharmaceuticals, Initial U.S, Approval: 1999

11
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10.4. Lipid Elevation Potential
The use of oral Sirolimus in renal transplant patients was associated with increased serum
cholesterol and triglycerides that in some cases required treatment. The effect was seen with
both low and high dose prolonged oral therapy in a dose related manner. When used according
to the indications for use, the systemic Sirolimus concentrations from the Fantom Encore scaffold
are expected to be lower than the concentrations usually obtained in transplant patients, but the
magnitude and duration of any effect of those concentrations on lipids is not known. Complete
information regarding potential lipid elevation and other potential risks of Sirolimus can be found
in the full prescribing information for RAPAMUNE (Sirolimus) ORAL SOLUTION AND TABLETS,
Wyeth Pharmaceuticals, Initial U.S. Approval: 1999,

10.5. Coronary Artery Surgery - Effect On Anastomoses
There have been rare reports of bronchial anastomotic dehiscence of transplant anastomoses in
lung transplant patients who were receiving oral Sicolimus therapy. In a vessel that has recently
been Implanted with a Fantom Encore scaffold, the Sirolimus concentrations are expected to be
several fold higher than systematic Sirolimus concentrations. Therefore, consideration should be

. slventoﬂnpossbmtvthatmepmenoeofahntomﬁnmnmﬁoﬂmayoomprombeﬂn

healing of coronary artery vascular anastomoses. Complete information regarding potential
effects of Sirolimus on anastomoses and other potential risks can be found in the full prescribing
Information for RAPAMUNE (Sirolimus) ORAL SOLUTION AND TABLETS, Wyeth Pharmaceuticals,
Initial U.S. Approval: 1999,

10.6. Carcinogenesis, Mutagenesis, impairment of Fertility
The genotoxicity, carcinogenicity, and reproductive toxicity of the Fantom Encore scaffold have
not been evaluated. Carcinogenicity studies were conducted by others in mice and rats. In an 86-
week female mouse study at Sirolimus doses 30 to 120 times higher than the 2 mg dalily clinical
dose (adjusted for body surface area), there was a statistically significant increase In malignant
lymphoma at all dose levels compared with controls. In a second mouse study at dosages that
were approximately 3 to 16 times the dclinical dose (adjusted for body surface area),
hepatocellular adenoma and carcinoma in males were considered Sirolimus- related. In the 104-
week rat study at dosages equal to or lower than the clinical dose of 2 mg daily {adjusted for
body surface area), there were no significant findings. Sirolimus was not genotoxic in the in vitro
bacterial reverse mutation assay, the Chinese hamster ovary cell chromosomal aberration assay,
the mouse lymphoma cell forward mutation assay, or the in vivo mouse micronucleus assay.

o Fertility was diminished slightly In both male and female rats following oral administration of

Sirolimus at doses approximately 10 times or 2 times, respectively, the clinical dose of 2 mg daily
(adjusted for body surface area). In male rats, atrophy of testes, epididymides, prostate,
seminiferous tubules and/or reduction in Sperm counts were observed. in female rats, reduced
size of ovarles and uteri was observed. Reduction of sperm count in male rats was reversible

11. Patient selection and treatment
111, Individualization of Treatment

. ‘I'herlslsandbeneﬁtsshouldbecaremllvmnsideredforead:patientbefouuseofme
Fantom Encore scaffold. Patient selection factors to be assessed should include a

judgment regarding risk of prolonged anticoagulation. Scaffold placement is generally

12
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avoided in those patients at heightened risk of bleeding, such as those patients with
recently active gastritis or peptic ulcer disease.
¢ Premorbid conditions that increase the risk of poor initial resuits or the risks of emergency

referral for bypass surgery (dlabetes mellitus, renal failure, and severe obesity) should be
reviewed.

and procedural factors. These include vessel diameter less than 2.5 mm, vessel
thrombosis, poor distal flow, and/or dissection following scaffold implantation. In
patients undergoing coronary stenting, the persistence of a thrombus or dissection is
considered a marker for subsequent thrombotic occlusion. These patients should be
monitored very carefully during the first month after scaffold implantation as thrombosis
may occur during this period.

¢ Antiplatelet drugs should be used in combination with the Fantom Encore scaffold.

recommended pre-procedure and for a period of 12 months post-procedure for patients
who are not at high risk of bleeding.

percutaneous coronary intervention {PCl), if a surgical or dental procedure is anticipated
that requires early discontinuation or temporary Interruption of antiplatelet therapy, the
interventionalist and patient should carefully consider if a sirolimus-eluting scaffold and
its associated recommended antiplatelet therapy are the appropriate PCi choice.

¢ Unresolved thrombus at the lesion site
® A coronary artery with an average reference diameter <2.5 mm or > 3.5mm

13
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* A lesion located in the left main coronary artery, ostial lesions or lesions located at 3
bifurcation

* Diffuse disease, or poor outflow distai to the identified lesions

* Overlapping scaffolds

* Lesions located in saphenous vein grafts

¢ Previously placed stents/scaffolds or in-stent/in-scaffold restenosis
¢ The need for balloon dilation of any cells of a deployed scaffold

have tumed pink or red, Do Not Use the device.

Ifﬂ\ehtegrltyoftlnsteﬂlepadmehasbeenoompromlsedpﬁortothedwlne‘l.lsewoate’ -
. (eg., damage of the package), or the temperature indicators are not white, contact Customer
Service for return Information. Do not use if any defects are noted.
NOTE: At any time during use of the scaffold system, if the metal hypotube or any other section
of the catheter system has been bent or kinked, do not continue to use the system,
12.2. Mﬁakhqulud(notpmﬂdodhmwm)
Appropriate guide catheter(s) 6 Fr., minimum 0.066" {1.68 mm) inner diameter
20 ml {cc) syringe normal heparinized saline
$0.014in./0.36 mm guldewire
Rotating hemostatic valve
Diluted contrast medium 1:1 with normal heparinized saline
Infiation Device with pressure gauge
Torque Device
Pre-deployment dilation catheter
Three-way stopcock
Appropriate arterial sheath
12.3. Vessel and Lesion Selection .
. ® Quantitative imaging is recommended for the assessment of target vessel diameter at
baseline for appropriate Fantom Encore size selection.
® The target vessel dlameter ranges allowed to be treated in the procedure are indicated
in Table 8, along with the Fantom Encore scaffold diameter to be used.

Table 8. Target Vessel Diameter and Fantom Encore Scaffold to be Used
Target Vessel Diameter Distal and Fantom Encore Scaffold Diameter
Proximal to be Used
22.5 mm and £2.75 mm 2.5mm
22.75 mm and $3.25 mm 3.0mm
23.25 mm and € 3.75 mm 3.5mm

¢ For cases where the combination of target vessel diameter and target lesion length is
appropriate to be treated by more than one scaffold size, the selection of scaffold size
can be made per the judgment of the physician.

WARNING: The scaffod is not intended to be used in vessels with an average reference diameter

14
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Instruction for use (Russia)

(for registration purposes)
Reva Medical. Inc.

Version 02

<250. . or 3M individual reference segment<2.40 n,. indiameter.

uniform appearance, without any visible indents inthl pro f?
12.5. Preparation A

12.5.1. Packaging Removal
Action

= H = S = ™ “ ~
12.5.2. Removal of Protective Sleeve
SHMiD goviesn —— - _ . _
S C r r s s | — — -
Hold the Inner and outer sleeve
15
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Fantom Encore Sirolimus-Eluting Bioresorbable Coronary Scaffold” . . .
instruction for use (Russia)

(for registration purposes)

Reva Medical, Inc.

Version 02
Remove the entire sleeve and
12.5.3. Guidewire Lumen Flush
Stefi Action
arlnine'c) ! °° 'f defects
12.5.4. Delivery System Preparation
Step Artion
step Action
1
5 Prepare inflation device with diluted contrast medium,
ei*hfn *° stopcock; attach to inflation port. With rapid-
devle connecting to inflation
3.

. Open stopcock to scaffold system and leave on neutral
12.5.5. Delivery Procedures

Aaion
2 M Lnl according to standard PTCA practice
3! S ad Taff = ffold system

Carefully advance the Scaffold System into the hub of the guide catheter
n using a rapid-exchange system, be sure to keep the hypotube straieht

corona™'arte” " A*A! ~Vstem into the

Sge” "« fo«e

damage or scaffold dislodgement from the bal|ln"m°!IT-® “ ™ A"
lesion, and remove the Scaffold System and suiHe T th'f

System Removal-Precaution”

Placement across the
8-3 Scaffold

16
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Fantom Encore Sirolimus-Eluting Bioresorbable Coronary Scaffold Instruction for use (Russia)
(for registration purposes)

Reva Madical, Inc. Version 02
6 Advance the Scaffold System over the guldewire to the target lesion under

optimal, it should be carefully repositioned or removed (See section Scaffold
System Removal ~ Precautions). The inside edges of the marker bands

indicate both of the scaffold edges. Expansion of the scaffoki should not be
undertaken ifthemffddisnotpmper!yposltlonedmthehrget lesion

12.6. Procedure
Step Action
1 OponsbopcodttoScaﬁoldSvstem.PulnesaﬂveforBsoconds.menrelease
-~ toneutralforoontnstﬁl.ﬂepeatmlallairkcxpolhd
. 2 inflate the delivery system expanding the scaffold to the target diameter per

pmductlabelforlnvltmsaffoldinnerdiameterandratedbumm

{RBP).
m:mMMuMbmmuulwwm
oomplhnuclmtontlndwbnhbd.

3. Malntainlnﬂaﬂonmureforaoseoondsformuexpansionofthescaﬁold.

4, Deflate balloon by pulling negative on inflation device until balloon is fully
deflated.

17
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Fantom Encore Sirolimus-Eluting Bloresorbable Coronary Scaffold Instruction for use {Russla)
(for vegistration purposes)

Reva Medical, Inc. Version 02
7. Infiate the balloon to the desired pressure while observing under

scaffold inner diameter and rated burst pressure,

aunon:oommmmmumwwm

compliance chart on the device label.

Defiate the balioon.

Reconfirm scaffold position and anglographic result. Repeat inflations until

the desired result is achieved.

10. Post-dilation of the Fantom Encore scaffold is strongly recommended for
optimal scaffold apposition. When performed, inflation with » non-

compliant balloon to the intended Implant diameter (scaffold to artery ratio
of 1:1} is recommended.

0

CAUTION:

Do not dilate the scaffold beyond the ditatation limit. Expansion beyond 3.25 mm for the 2.5 mm

Fantom Encore scaffold, beyond 3.75 mm for the 3.0 mm Fantom Encore scaffold, and beyond
. 4,0mmfortln3.5mrnFantom!nmremffoldmyremltlnscaﬁolddamm.

Table 9. Dilatation Limits for Fantom Encore Scaffold Sizes
Nominal Scaffold Diamaeter Dilatation Limit
2.5 mm 3.25mm

Maximum post-dilatation limit
3.0mm 3.7Smm

Maximum post-dilatation limit
3.5 mm 4.0 mm

Maximum post-dilatation fimit
12.7. Removal Procedure Step Action
Step Action
1'
2.
3.

Ensure balloon is fully deflated.
Fully open distal rotating hemostatic valve.

While maintaining guidewire position and negative pressure on deflation
device, withdraw Delivery System.

PS 13, Disposal instructions -
After use, dispose of product and packaging in accordance with hospital, administrative, and/or
local government policy or regulation.
Products, which had contact with blood and/or other biological liquids of patients should be
disposed and eliminated in accordance with the requirements for handling medical waste,
established by SanPiN 2.1.7.2790-2010 for class B and other normative legal acts of the Russian
Federation.
Unused products, including the ones which expired (which had no contact with the
liquids of patients) should be disposed in accordance with the Procedure of disposal of solid

domestic waste established by the legislation of the Russian Federation for class A by SanPiN
2.1.7.2790.
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Fantom Encore Sirolimus-Eluting Bloresorbabie Coronary Scafiold Instruction for use {Russia}
{for registration purposes)
Reva Medical, inc. Version 02

15. Essential requirements spplicabifity
The Fantom Encore Sirolimus-Eluting  Bioresorbable Coronary Scaffold is developed,
manufactured and tested with reference to the following list of standards and regulations:
TYable 10: List of Harmonized Standards

Sr. | Standards Title
No.
1, MDD/93/42/EEC as Medical Devices Directive
amended by 2007/47/EC
2. | ENISO 13485:2016 Medical Devices - Quality Management Systems -
Requirements for regulatory purposes
3. | ENISO 14971:2019 Medical Devices: Application of Risk management to Medica)
4. |15014630:2012 Non-active surgical M-G&mnl requirements
“~N 5. 1150 25539-2:2012 Cardiovascular implants - Endovascular devices Part 2:
. Vascular stents

6. | ENISO 11607-1:2006 Packaging for terminally sterilized medical devices. Part-1:

Requirements for Mmaterials, sterile barrier systems and
pacggjﬂg Systems (IS0 11607-1:2006!
7. | ENISO 11607-2:2017 Packaging for terminally sterilized medical devices, Part~2:

Validation requirements for forming, sealing and assembly
processes {1SO 11607-2:2006, includi AMD 1:2014
8. |ENISO 11137.1:2016 Sterilization of health care products - Radiation - Part 1:
Requirements for development, validation and routine
control of a sterilization process for medical devices

9. |I1sO 11137-2:2013 Sterilization of health care products ~ Radiation — Part 2:
Establishing the sterilization dose
10. |ENISO 11737-1:2008 & Sterilization of medical devices - Microbiological methods -
Cor. 1:2007 Part 1: Determination of a population of microorganisms of
products
- 11. | IS0 10993-1:2009 Biological evaluation of medical devices ~ Part 1: Evaluation
. and within a risk man ent process
12, | 150 10993-3:2014 Biological evaluation of medical devices - Part 3: Tests for
Genotoxicity, carcin and reproductive toxi
13. [ 1SO 10993-4:2002 Biological evaluation of medical devices - Part 4: Selection of
tests for interactions with blood
14. 1150 10993-5:2009 Biological evaluation of medical devices — Part S: Tests for in
vitro cytotoxicity
15. | IS0 10993-10:2010 {€) Biological evalyation of medical devices — Part 10: Teste for
irritation and skin sensitization
16. | I1SO 10993-11:2006 Biological evaluation of medical devices - Part 1: Tests for
Systemic toxicity
17. [15010555-1:2013 Intravascular Catheter ~ Sterile, single-use catheters — Part 1;
General requirements

18. | iSO 14155:2011 Clinical Investigation of Medical devices for human subjects: |

19
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Fantom Encore Sirolimus-Elsting Bioresorbable Coronary Scaffold Instruction for use (Russta)
(for registration purposes)
Reva Medical, Inc. Version 02

Good dinical practice

19. ( ISO 14644-1:2015 (E) Cleanrooms and associated controlled environments — Part
1: Classification of air cleanliness

20. | ISO 14644-2:2015 {E) Cleanrooms and associated controlled environments - Part
2: Specifications for testing and monitoring to prove
continued compliance with SO 14644-1

21. | 15O 14644-3:2005 (E) Cleanrooms and assoclated controlled environments - Part
3: Test methods

22. | 1SO 14644-4:2001 {E) Cleanrooms and associated controtled environments — Part
4: Design, construction and start-up

23. | 1SO 14644-5:2004 (E) Cleanrooms and associated controlled environments ~ Part
S: Operations

24. | ENISO 15223-1:2016 Medical devices. Symbols to be used with medical device

labels, labelling and Information to be supplied. General
requirements .

16. Disclaimer of warranty
ALTHOUGH REVA MEDICAL, INC. HAS MANUFACTURED THE FANTOM ENCORE SCAFFOLD UNDER
CAREFULLY CONTROLLED CONDITIONS, REVA MEDICAL, INC. AND ITS AFFILIATES (COLLECTIVELY,
“REVA”} HAVE NO CONTROL OVER THE CONDITIONS UNDER WHICH THE PRODUCT IS USED, THE

RESPECT TO THE PRODUCT, INCLUDING BUT NOT LUIMITED TO ANY IMPUED WARRANTY OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. REVA SHALL NOT BE UABLE TO
ANY PERSON OR ENTITY FOR ANY MEDICAL EXPENSES OR ANY DIRECT, INCIDENTAL, OR
CONSEQUENTIAL DAMAGES CAUSED BY ANY USE, DEFECT, FAILURE, OR MALFUNCTION OF THE
PRODUCT, WHETHER A CLAIM FOR SUCH DAMAGES 1S BASED UPON WARRANTY, CONTRACT,
TORT, OR OTHERWISE. NO PERSON HAS ANY AUTHORITY TO BIND REVA TO ANY
REPRESENTATION OR WARRANTY WITH RESPECT TO THE PRODUCT.,
The exclusion and limitations set out above are not intended to and should not be construed so
as to contravene mandatory provisions of applicable law. If any part or term of this Disclaimer of )
Warranty is held to be illegal, unenforceable, or in conflict with applicable law by a court of
. competent jurisdiction, the validity of the remaining portions of the Disclaimer of Warranty shall

17. Graphical symbols for medical device labeling

Date of manufacture Do not use if package is
(] ® |=

g arn
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Fantom Encore Sirolimus-Eluting Bloresorbable Coronary Scaffold

Instruction for use (Russka)
(for registration purposes)

Reva Medical, Inc.
Version 02
Batch
LOT code 30% Excursions sbove 30°C
{86°F) must be <30 minutes
(EXCURBIoNS)
REF] [~ o MR sompail
@ One unit per carton E Inner diamese
. Caution Mi ouide
A requirements
® Do not reuse Tonai
_sreus Sterilized usi ‘
Do
@ ot resterilize DE Consult nstruotions or
e
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| A Aprace, Do npiMeBomo (Pocons)
diizenmomero Cuposmayc, Fantom Encore Hncrpyxuns s )
02

m » Bm

l. | MDD/93/42/EEC ¢

H3MostornaMy 2017/47/BC
ENISO 134852016 -

ENISO 149712019 |

1SO 14630:2012
180 28539-2:2012

o IP Y I

"5 6. | ENISO 11607-1:2006

7. | ENISO 11607-2:2017

8. | ENISO 11137122016

9. | 180 11137-2:2013

| cTepunRsyonself nosss
10.[ ENTSO 11737-1:2008 » Foms,
1:2007

’b 11.] 18O 10993-1:2009

12.1 ISO 10993-3:2014

13.]150 10993-4:2002

14.]150 10993-5:2009

15.| ISO 10993-10:2010 (E)
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[ Cucresta canopaccacusmomeroca
nmmncmpmhm”m°m Hmvmamwmg;mm)
«Pena HHx.» Bepoms 02

17,

i M
i YIaKoBK:
8 i 25%C mxm”_cm HAM
o7
or| | s oo e
(86°F) 30°C pomsmo Gam <
¢ | [nem A |
| " LB ymaxoske B
! Ocroponiol” E
| OGparirecs x Munsans i
i "o MPOBORHHKOBEIH
¥ NPHMEHSHMIO
{ STeRas[R CTOPHIKIALN MANUFACTURED BY Tpowsosprrens
i He  crepumnosams
OGpaturecs
1 S (] [
NPHMEHEHNIO

. N e 4t s AR

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Poccniicxan ®enepanus

T'opoa Mocksa.
BToporo aexabps ABe THICHTN ABAANSTE NepPBOro roga.

4, llpokomenxora Encua Eprensesua, HOTapuyc roposa MockBEl, CBHACTEALCTRYIO
NOMIAEHOCTS NOANRCH NEPeBOATHKA | Kpannuna Jenuca Anexcanaposuya.

Tloamucs caenana B Moem H
JuraHocTs nomncaByerd CTaHOBIICHa,
3aperncTpRposafio 5 772021 S 224
VnnavyeHo 34 co '.ueﬁcmm: 400 py6. 00 xon.
E.E. ITporomenxona
TMpoumypopaso, npo €ILICHO NevaTsio 35 micT(-a,-08).
o e E.E. ITpoxomenxosa .
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Poccuiickas Gegepauus

l'opog Mocksa

CemHaguaToro acbaBps "f.'sororejj

9 MpokoweHkcBa Poeva Eu"yb“3Ma, HoTanW'/o ropoga
MockBbp CBULIETENBCTI/TO BEPHOCTL KOMWUW C NPESCTaB/IEHHOTO
MHE [JOKyMeHTa.

" 1 i C7
3aperucTpuposaHo Bpeectp»: N 21/33777-2021- ® - '

YryiadeHo 3a coeplLeHve HoTapuan "~ peiicTsis:
E.E'TpokolueHkosa
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