B/BRAUN

SHARING EXPERTISE

Fantom® Encore

Sirolimus-Eluting
Bioresorbable
Coronary Scaffold



Fantom® Encore

s the first and only bioresorbable scaffold (BRS) made with Tyrocore®

Flexibility

Large expansion range for deliverability and
single-step inflation

Stability

High radial force to maintain vessel patency
with lowest strut thickness of 95 um - 115 um

Sirolimus

Active component to inhibit inflammation
and proliferation

Bioresorbable

Radiopacity

Vessel healing, scaffold degradation
and restoration of natural vessel
morphology.

Radiopacity comparable to modern metal
DES - allows for procedural accuracy and
ease of use

Provides structural support for as
long as it is needed and preserves
future treatment options

Absorb Fantom® Encore DES
(PLLA) (Tyrocore”) (CoCr)



Fantom” Encore

Tyrocore® is biocompatible by nature (6)

= Tyrocore® is derived from the naturally occurring amino acid tyrosine

= Tyrocore” shows little inflammation, irritation or calcification during degradation

= Tyrocore” metabolites are eliminated via the kidneys and lungs
= Designed specifically for vascular scaffolds

A single Fantom® scaffold contains < 1% of lodine, present in 1 ml of contrast medium
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Covalently bound
iodine for radiopacity

Tyrocore® enables new benefits despite thinner struts
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Phenyl ring structure
of Tyrocore® polymer is
inherently strong

High molecular weight and
composition provides ductility

Ultimate tensile strength 100 - 110 MPa 50 - 70 MPa = Thinner struts

= Radial strength
Elongation at break (Ductility) 120 - 200% 2-10% = Single-Step inflation

® |larger expansion range
X-Ray visible Yes No ® Accurate placement




Fantom® Encore

With enhanced technology and application

atm
12
Single-step inflation increases speed for

scaffold implantation and reduces arterial
occlusion time (6, 18)
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Tyrocore® enables thin struts with best-in-class strength

Strut Thickness (um) (6) Radial Strengh (2)
N/mm
0.24
Cx ISAR Absorb Magmaris |} Fantom® 0.22
NEO (1) (1) Encore
2.50 mm 55 157 n. a. 95 0.17
0.16
3.00 mm 55 157 166 105 014
3.50 mm 65 157 166 115
0.08
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Encore

Thin struts and high radial strength translate to lower crossing profile and lower recoil

Lower Crossing Profile (3) Recoil (4)
mm Bench testing on 3.0 mm scaffolds in water at 37°C.
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Encore Encore

HIGHER IS BETTER

LOWER IS BETTER



Fantom® Encore

Designed for improved clinical outcomes

Metal-DES result in 2% TLF increase per year (5)

TLF
18% _.» Target lesion failure of modern metal-based
et DES (5)
1w e . .

0 I +» BRS are absorbed and intended to eliminate
2% the risk of product-related adverse events
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Fantom® Encore provides support during vessel healing and degrades in one year (6)

Fantom® Radial stability under degradation

150% Where DES - the state of the art - reaches its limit,

1200% the treatment methodology of BRS is on the spot

1. Increased strength in the early phase with contin-
uous mechanical support during healing

0
0% peryyre

Increase in strength due to hydration

0
S0% P

Structural vascular support during the critical vascular healing phase

0
30%

Degradation and return of vasomotion Complete absorption within ~ 4 years 3. Reduce high-COSt complex cardiac procedures

1 3 6 9 12 <12

Month

2. Long term opportunity for full vessel recovery

%

Procedure Day 1 0 - 12 Month

Benefits of the Fantom® Encore scaffold

Scaffold implant procedure Healing and recovery of the vessels Long-term health of the cardiovascular
system
Simplifies deployment: Facilitates healing & maintains vessel Resorbs and restores vasomotion:
= Visibility patency: = \essel uncaged in 1 year
= Deliverability ® |ncreased strength in the critical early ~® Complete resorption in 4 years
= Single-Step inflation phase with continuous mechanical = Safe excretion of benign polymer de-
support during healing gradants
= Thin struts = |Long-term opportunity for full vessel
= Biocompatible polymer recovery




Fantom® Encore

Optimized for endothelialization

Tyrocore® restores vessel flexibility and natural vasomotion, whereas the implantation of PLLA devices show calcium depositions,
that can result in hardening, and as component of plaque lead to inflammation (6).

6 months after implantation in a porcine artery

Tyrocore” PLLA

Calcium
surrounding
PLLA-struts

Optimal stent
strut endothe-

lialization

Case study with 24-month follow-up (7)

Procedure

Pre-dilatation with PTCA
balloon catheter (2.50 x 15 mm)

OCT follow-up examination

Implantation of Fantom® at
14 atm (3.00 x 18 mm)

Post dilatation with NC balloon
catheter (3.25 x 6 mm)

Index - before implantation Index - after implantation 6-Month Follow-Up 24-Month Follow-Up

r

Angiographic follow-up




Fantom” Encore

Consistently low mace rate even after 5 years

Clinical evidence Fantom” Il study (8)

Safety and efficacy study of the bioresorbable Fantom® scaffold in 5 years:

= Low MACE rate at 6.3 %
® Low TLF rate at 5.8%
= Equal or better safety than best in class metal-based DES

Definite or Probable Scaffold Thrombosis (N = 240 Patients)

No new events between 36 and 60 months

Acute (0 - 1 day) 0.0% [0]
Sub-acute (2 - 30 days) 0.4% [1] (14, 17)
Late (31 - 365 days) 0.0% [0] (17)
Very Late (> 365 days) 0.89% [2] (15-17)

5-Year Target Lesion Failure (TLF*)
18% 17.5%
16% 15.20

14%

12%
10%
8% *TLF = cardiac death + MI at target vessel + target
(Y P — 580D s AL lesion revascularization.

4% The Fantom® Il primary endpoint was Major Adverse
Cardiac Events (MACE) = cardiac death + all Ml + target

lesion revascularization.

2%

0%
Fantom® I Absorb ABSORB lI Xience ABSORB 111

60 Month
[N = 240]

36 Month 48 Month
[N = 240] [N = 240]

Components of the 6 Month 12 Month 24 Month
primary endpoint at 6 [N = 240] [N = 240] [N = 240]

months (modified ITT):
non-hierarchical

MACE 2.10% [5] 4.20% [10] 5.00% [12] 5.00% [12] 5.40% [13] 6.30% [15]
Cardiac death 0.40% [1] (9) 0.80% [2] (¢, 10) 0.80 % [2] 0.80 % [2] 1.30% [3] (9-11) 1.70% [4] (9-12)
MI 1.30% [3] 1.30% [3] 1.70% [4] (13)  1.70% [4] (13)  1.70% [4] (13)  1.70% [4] (13)
Clinical TLR 0.80% [2] 2.50% [6] 2.90% [7] 2.90% [7] 2.90% [7] 3.30% [8]

TLF 2.10% [5] 4.20% [10] 4.60% [11] 4.60% [11] 5.00% [12] 5.80% [14]




Fantom® Encore

Order information

o
2.50 mm 910025-12 910025-18 910025-24 910025-36 910025-48
3.00 mm 910030-12 910030-18 910030-24 910030-36 910030-48
3.50 mm 910035-12 910035-18 910035-24 910035-36 910035-48
4.00 mm 910040-12 910040-18 910040-24 910040-36 910040-48

Technical data

Coating technology Tyrocore® + Sirolimus

Drug dose 1.97 ug/mm?

Proximal shaft 2.1 F(0.69 mm)

Distal shaft 2.8 F(0.94 mm)

Usable length 139 cm

Crossing profile 0.051" (1.3 mm)

Lesion entry profile 0.019" (0.5 mm)
Scaffold-strut thickness 2 2.50 mm 95 pum (0.0037")

2 3.00 mm 105 pum (0.0041")
2 3.50 mm 115 pm (0.0045")
2 4.00 mm 125 pm (0.0049")

Guide catheter compatibility

6F

Guide wire compatibility

0.014" (0.6 mm)

Nominal pressure (NP)

7 atm

Rate Burst Pressure (RBP)

18 atm

Expansion tolerance

0.75 mm above nominal pressure (2.50 mm; 3.00 mm)
0.50 mm above nominal pressure (3.50 mm)




Fantom” Encore

Solution oriented angioplasty
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In accordance with the decision of an independent Clinical Event Committee:

(9) One patient died between month 0 and month 6. The exact cause of death was not determined. Patient died at home 4 weeks after subsequent TAVI.

(10) One death occurred between month 6 and month 12. According to the attending physician's report, the patient died due to COPD, but a cardiac connection
could not be ruled out.

(11) One death occurred between 3 and 4 years. The patient was treated for an occlusion in a non-target vessel and received an IABP, but subsequently died of car-
diogenic shock.
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(13) Three target vessel-related Mls and one non-target vessel-related MI.

(14) Target lesion was not fully covered with scaffold. Significant untreated stenosis both proximally and distally to the scaffold was present at index procedure. Patient
returned 5 days post procedure with a scaffold thrombosis.

(15) Clear Protocol Violation: Patient Selection outside of protocol limits: Distal segment of scaffold was in a 2,0 mm vessel and the scaffold had significant malaposi-
tion that was not corrected at the index procedure.

(16) One new event was reported between 24 and 36 months. The patient was treated for a Non-Clinically Driven TLR. The site reported a "Thrombus Flake" at the edge
of the scaffold.

(17) Event rate percentages are based upon the full 240 patient cohort in the denominator.

(18) Fantom Encore IFU - 650217; rev F; 2021-04.



Distributor
B. Braun Melsungen AG | Vascular Systems | Sieversufer 8 | 12359 Berlin | Germany
Phone +49 30 568207-300 | Fax +49 30 568207-210 | www.bbraun.com

I Information according to Regulation (EU) 2017/745 and Council Directive 93/42/EEC respectively:

Manufacturer of Product Fantom® Encore:
REVA Medical, LLC | 5751 Copley Drive | San Diego, CA, 92111 | United States of America

Distributor of Product Fantom® Encore:
B. Braun Melsungen AG | Vascular Systems | Sieversufer 8 | 12359 Berlin | Germany
Phone +49 30 568207-300 | Fax +49 30 568207-130 ‘ www.bbraun.com

Importer of Product Fantom® Encore:
REVA Medical GmbH | Stichlingstrasse 1 | 60327 Frankfurt am Main | Germany

@ &

European Authorized Representative of Product Fantom® Encore:
REVA Medical GmbH | Stichlingstrasse 1 | 60327 Frankfurt am Main | Germany
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Fantom® and Fantom® Encore have the CE mark only. Fantom® and Fantom® Encore are available in selected countries

that accept the CE mark. Fantom® and Fantom® Encore are not available in the U.S. or in countries that do not accept

the CE mark. "Fantom" and "Tyrocore" are trademarks of REVA Medical, LLC. "Absorb" is a trademark of Abbott.

"Magmaris” is a trademark of Biotronik. Specifications are subject to change without notice. Subject to technical

changes. All rights reserved. This brochure may only be used for the exclusive purpose of obtaining information about

our products. Reproduction in any form, partial or otherwise, is not permitted. 6050336
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