
LotusTM Valve System
What is Severe Aortic Stenosis

Aortic Valve Stenosis (AS) is the process of thickening and stiffening in the valve, which can 
result in an abnormal narrowing of the aortic valve opening and reduction in blood flow.1

AS affects 2-7 % of the population 
>  65 years old in Europe and  

North America2

Approximately 1.2 million 
patients suffer from AS3,4

Approximately 30 % of patients with  
AS are not suitable for Surgical Aortic 

Valve Replacement (SAVR)5,6

LOTUSTM Valve System

Aortic Valve Stenosis (AS) is the p rocess of thickening and sti ffening in the valve, which can 
1

TAVI is a minimally invasive p rocedu re that replaces the stenotic 
or diseased valve with a p rosthetic tissue valve and is implanted 
by means of a cathete r. It is the refore an alte rnative t reatment to 
S AVR without open-heart su rgery.5

The Lotus™ Valve System is a next-generation TAVI device, which consists of a p re-attached, stent-mounted tissue 
valve p rosthesis and catheter delivery system. The valve is deployed transfemorally th rough a cont rolled mechanical 

expansion. The valve is designed to t reat patients with seve re symptomatic aortic valve stenosis and o ffers physicians 
total cont rol throughout the TAVI p rocedu re. 10 

The most common limitation with TAVI is paravalvular 
leakage (PVL). Moderate and seve re PVL has been associated 
with an inc rease in mortality rate after TAVI p rocedu res. 7,9

What is S evere Aortic Stenosis?

»  What Is Transcatheter Aortic Valve 
   Implantation ( TAVI)?

Non-Circular Annulus
with calci fication 

+
Prosthetic Valve = PVL 

»  Limitations with early TAVI d evices

Adaptive Seal TM technology helps 
prevent paravalvular leakage7

True Repositionabilit y, 
or retri evability at
100% redeployment7

LOTUSTM Valve System

REPRISE II Clinical Study 7

LotusTM Valve System = 100% Implantation Success 7

structu re of the implanted valve and ca rdiac tissue as a 
result of a lack of app ropriate sealing. 8

DESIGNED FOR TOTAL CONTROL 

PERFORMANCE: Mean aortic valve pressure gradient at 30 da ys
SAFETY:  All-cause mortality at 30 da ys 4.2% (5/119)

PRIMARY ENDPOINTS

Innovati ve Technologies

REPRISE II is a p rospective, single-arm, multicent re study designed to evaluate safety and 

stenosis who a re conside red high risk for su rgical valve replacement.
OBJECTIVE

Approximately  30%  of patients with Aortic 
Stenosis (AS) a re contra-indicated for S AVR due 
to age, comorbidities, and other complications. 5,6

REPRISE II Results at 6 months n=120 p resented at Eu roPCR 2014, Ian T. Me redith, AM, MBBS, PhD.

All-cause mortality(%)
over 6 months
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Only 1% Moderate PVL 7

NO SEVERE PVL 

8.4% 7

(10/119)

PRIMA RY ENDPOINT 
Safety: 30-day

all-cause mortality

1. Kurtz CE, Otto CM. Aortic stenosis: clinical aspects of diagnosis and management, with 10 illustrative case reports f rom a 25-year experience. 
    Medicine (Baltimo re) 2010;89(6):349-79.
2. Vahanian. A, et al. Guidelines on the management of valvular heart disease (version 2012) Eu ropean Heart Jou rnal (2012) 33, 2451–2496doi:10.1093/eurheartj/ehs109
3. Bo rdoni B, Saia F, Ciuca C, Mar rozzini C, Santo ro M, Dall'ara G, et al. P revalence of degenerative aortic valve stenosis in the elderly: results of a la rge community-based 
    epidemiological stud y. G Ital Ca rdiol (Rome) 2013;14(4):262-8.
4. Lung B, Ba ron G, Tornos P, Gohlke-Barwolf C, Butchart EG, Vahanian A. Valvular heart disease in the community: a Eu ropean experience. Curr P robl Ca rdiol 2007;32(11):609-61.
5. Charlson E. J Heart Valve Dis 2006;15:312-321.
6. Lung B. Eur Heart J 2003;24:1231-1243
7. Me redith, I. Six-month outcomes with a fully repositionable and retrievable transcatheter aortic replacement valve in 120 high-risk su rgical patients with seve re aortic stenosis: 
    results f rom the REPRISE II CE-Mark stud y. P resented at Eu roPCR 2014
8. Smolka G, et al. Paravalvular leak – important complication after implantation of p rosthetic valve. ESC Nov 2010
9. Kodali SK et al. Two- Year Outcomes after Transcatheter or Su rgical Aortic- Valve Replacement. NEJM 2012;366:1685, http://ww w.nejm.o rg/doi/full/10.1056/NEJMoa1200384 
    (Accessed: April 22, 2014).
10. Lotus Valve System DFU

All cited trademarks a re the p roperty of their respective owners. CAUTION: The law restricts these devices to sale by or on the o rder of a physician. Indications, 
contraindications, wa rnings and instructions for use can be found in the p roduct labeling supplied with each device. Information contained he rein for distribution 
outside the USA, France and Japan only and only in countries with applicable health authority p roduct registrations.

SH-248301-AA M AY2014

REPRISE II: Paravalvular Leakage

30 Days
(N=103)

The Lotus Valve System, a true di�e rentiated TAVI 
device, has demonst rated st rong and sustainable 

safety per formance in REPRISE II. 7 

Approximately 1.2 million 
patients su ffer f rom AS 3,4 

Approximately               of patients with 
AS a re not suitable for Su rgical Aortic 
Valve Replacement (S AVR) 5,6 

» »AS a ffects 2-7%  of the population 
> 65 years old in Eu rope and 
North America 2 
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Trace

Mild

Moderate

Successful d evice 
implantation 100%

Aortic dissection

Ca rdiopulmonary bypass

Valve embolisation

Ectopic valve placement

Valve migration

Non-study valve implantation

Repeat p rocedu res for valve dysfunction

Aborted p rocedu re

Aortic ruptu re

≥2 valves implanted ( TAV-in- TAV) 0

0

0

0

0

0

0

0

0
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Replacement options include Su rgical Aortic Valve Replacement ( SAVR) 
or Transcatheter Aortic Valve Implantation ( TAVI).

Moderate and s evere PVL has been associated with 
an increase in mortality rate after TAVI p rocedures.9 

STRONG SAFETY PROFILE

Procedural complications (%)

Partial resheath to reposition the valve. Full valve deployment.

Adaptive Seal™technology
designed to promote annular sealing and prevent PVL

True repositionability at 100% depl oyment
the Lotus valve can be repositioned, retrieved and deployed even after full deployment

 

+

» »

Healthy Aortic 
Valve - Open

Healthy Aortic 
Valve - Closed

Stenosed Aortic 
Valve - Open

Stenosed Aortic 
Valve - Closed

Replacement options include Surgical Aortic Valve Replacement (SAVR) 
or Transcatheter Aortic Valve Implantation (TAVI).

Moderate and severe PVL has been associated 
with an increase in mortality rate after  

TAVI procedures.9

»  What Is Transcatheter Aortic Valve 
 Implantation (TAVI)

   TAVI is a minimally invasive procedure that replaces the stenotic 
or diseased valve with a prostetic tissue valve and is implanted 
by means of a catheter. It is therefore an alternative treatment to 
SAVR without open-heart surgery.5

»  Limitations with early TAVI devices
  The most common limition with TAVI is paravalvular  

leakage (PVL). Moderate and severe PVL has been associated 
with an increase in mortality rate after TAVI procedures.7,9

  It refers to blood flowing through a channel between the  
structure of the implanted valve and cardiac tissue as a 
result of a lack of appropriate sealing.8

Appromimately 30 % of patients with Aortic 
Stenosis (AS) are contra-indicated for SAVR due  
to age, comorbidities, and other complications.5,6

Non-Circular Annulus 
with calcification 

+ 
Prosthetix Valve=PVL

LotusTM Valve System
The Lotus™ Valve System is a next-generation TAVI device, which consists of a pre-attached  
valve prosthesis and catheter delivery system. The valve is deployed transfemorally through a  

controlled mechanical expansion. The valve is designed to treat patients with severe symptomatic aortic valve stenosis.10

The Power of Control
Transform your TAVI Experience  
with the LotusTM Valve System

•  Confidence knowing your procedural  
result before valve release

•  Help reduce complications with precise placement 
and complete repositionability

•  Minimize paravalvular leak with the innovative  
Adaptive SealTM 7

Innovative Technologies

Adaptive Seal™technology
designed to promote annular sealing and prevent PVL

Partial 

resheath to reposition the valve. Full valve deployment.

True repositionability at 100% deployment
the Lotus valve can be repositioned, retrieved and deployed even after full deployment

 

Adaptive SealTM Technology 
designed to promote annular sealing and prevent PVL

Complete repositionability at 100 % deployment 
the Lotus™ Valve helps reduce complications with precise placement  

and complete repositionability7

PRIMARY ENDPOINTS

PERfORMANCE: Mean aortic valve pressure gradient at 30 days 
SAfETY: All-cause mortality at 30 days 4.2 % (5/119)

LotusTM Valve System= 100 % Implantation Success7

REPRISE II results at one year n=120 presented at TCT 2014, Ian T. Meredith, AM, MBBS, PhD

REPRISE II Clinical Study7

REPRISE II is a prospective, single-arm, multicentre study designed to evaluate safety and 
performance of the Lotus™ Valve System for symptomatic patients with severe calcific aortic 
stenosis who are considered high risk for surgical valve replacement.

ObjECTIVE

The LotusTM Valve System, a true differentiated TAVI 
device, has demonstrated strong and sustainable 

safety performance in REPRISE II.7

STRONg AND SAfETY PROfILE
First 120 patientsREPRISE II: Paravalvular Leakage

86.4 %

 (13/119)

1 Year 
(n = 88)

All cause mortality (%)  
over 1 year

11.4 %
2.3 %

Trace

Mild

None

NO SEVERE OR  
MODERATE PVL

PRIMARY ENDPOINT Safety: 30-day all-cause mortality

10.9 %7

Parameter Patients %

Aortic valve malpositioning 0

 Valve migration 0

 Valve embolization 0

 Ectopic valve deployment 0

 TAV-in-TAV deployment 0

Aortic valve endocarditis 0

Aortic valve thrombosis 0

Aborted procedure 0

Aortic dissection 0

Cardiopulmonary bypass* 0

Non-Study valve implantation 0

Repeat procedures for valve dysfunction 0
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Resheath to reposition the valve Full valve deployment


