Medtronic

Accommodate
anterior motion

SimuForm™ Annuloplasty Ring

Digitally signed by Kojevnikov Dmitrii
Date: 2025.08.14 13:58:03 EEST
Reason: MoldSign Signature

Location: Moldova

MOLDOVA EUROPEANA




Hybrio
shape

The SimuForm ring provides semi-rigid posterior remodeling
while offering a flexible anterior portion to accommodate motion.

The mitral valve annulus changes shape in the cardiac cycle —

so does the SimuForm ring. With this unique design, the
SimuForm platform has been reported to provide excellent
functional results for mitral valve repair and effectively reduce the
risk for systolic anterior motion (SAM) at midterm follow-up.’

Key risks of mitral valve repair include recurrent regurgitation,
stenosis, and ring dehiscence.



Flevated saddle shape
in systole

8 » Flexible anterior portion which
accommodates natural motion

S e The saddle has been shown to increase
\ leaflet coaptation and curvature,*
o 3PS reduce annular forces,*® and reduce
leaflet and chordal stresses®’

Planar "O" shape
in diastole

s * SimuForm rings are not fixed into a saddle
shape — they flatten to an "O" shape to
accommodate diastolic filling dynamics.




Cumulative incidence of reoperation

Designed for .
excellent results &
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Results from a single-center, retrospective 5% 1.3+05%
analysis show that the SimuForm platform': O ‘ ‘ ‘
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A Demonstrates excellent survival Vears after mitral valve repair
—O rates — 99.7% + 0.2% at one year and
T 90.8% + 4.6% at five years Degree of mitral valve regurgitation
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Shows high repair success rate with 90%
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Mean follow-up 2.4 + 1.4 years.



Accessory enhancements

Low-profile
open holder

Enables suture placement
along the entire ring while fully Stable

- accessing anatomy. handle-to-holder
connection

1 Allows for low-force, single-cut
’ release, and remains securely
NS Y/ attached during suturing.

Clearly marked
cut towers

Supports quick release of the
ring through easy identification.

Visual chordal g™
reference line

Provides visual reference of annular
plane when performing chordal repair.




SimuForm ring product information

Stiffener

Product Orrifice area

“A" (mm) “B" (mm) A assembly inner
B codes (mm?) diameter (mm)
C
A 24 7800RR24 23.1 31.0 290 24.6
26 7800RR26 25.0 32.9 340 26.5
28 7800RR28 26.9 34.9 390 28.5
30 7800RR30 28.9 36.8 460 30.4
Orifice area
32 7800RR32 30.7 38.7 480 32.3
34 7800RR34 32.7 40.6 560 34.2

) ) 36 7800RR36 34.6 42.6 640 36.2
A: Inner ring diameter

B: Outer ring diameter 38 7800RR38 36.6 44.5 730 38.1
C: Inner Stiffener diameter

40 7800RR40 38.5 46.4 810 40.0

SimuForm ring ordering information

Order number Components and accessories

SimuForm accessory tray

Set of 9 SimuForm polysulfone sizers
Annuloplasty handle (216 mm)
Annuloplasty handle, large (254 mm)
Annuloplasty handle, XL (373 mm)



SimuForm
Sizers Tray
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Indications: The SimuForm semi-rigid annuloplasty rings are for use in patients undergoing surgery for diseased or damaged mitral valves. The SimuForm
semi-rigid annuloplasty ring provides support for the mitral annulus and restricts expansion of the annulus.

Contraindications: Severe, generalized, or localized bacterial endocarditis, heavily calcified valves, greatly dilated annulus (not reducible by standard
techniques), severe valvular dysfunction (not correctable by standard techniques), valvular retraction with severely reduced mobility, congenital

malformations with lack of valvular tissue.

Warnings/Precautions/Adverse Events: Only surgeons who have received appropriate training in valve repair, including ring implant and sizing
techniques, should use this device. Adverse events can include: uncorrected or recurrent regurgitation, stenosis, ring dehiscence, hemolysis (even with
mild regurgitation), low cardiac output, heart block, systolic anterior motion (SAM) and left ventricular outflow tract obstruction (LVOTO), damage to
coronary arteries, endocarditis, thrombosis, thromboembolism, anticoagulant-related hemorrhage, ring fracture, leaflet perforation, bleeding diathesis.

Caution: Federal law (USA) restricts this device to sale by or on the order of a physician.
For a complete listing of indications, contraindications, precautions, warnings, and potential adverse events, please refer to the Instructions for Use.
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