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This patient guide is for 
those who have significant 
mitral regurgitation (MR) 
and are considered at 
prohibitive risk for mitral 
valve surgery by your 
Heart Team. 

The information in this 
booklet will help you 
understand more about a 
less invasive procedure 
called transcatheter mitral 
valve repair. 

Be sure to ask your Heart 
Team to explain all of your 
treatment options and the 
possible risks and benefits 
of each. 
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Edwards Lifesciences is the 
global leader in patient 
focused medical innovations 
for structural heart disease 
and has been helping critically 
ill patients for over 60 years. 
Driven by a passion to help 
patients, Edwards works to 
improve outcomes and 
enhance the lives of patients. 

The Edwards PASCAL 
Precision system is designed 
to repair the mitral valve and 
help reduce mitral 
regurgitation. 
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What is mitral regurgitation (MR)? 

/KVTCN�TGIWTIKVCVKQP�KU�C�EQPFKVKQP KP�YJKEJ�VJG�NGCHNGVU� 
QH VJG�JGCTVşU�OKVTCN�XCNXG�FQ PQV�ENQUG�RTQRGTN[��CPF� 
DNQQF�HNQYU�DCEMYCTF�HTQO�VJG�NGHV XGPVTKENG�KPVQ�VJG� 
NGHV�CVTKWO�FWTKPI�EQPVTCEVKQP�QH�VJG�JGCTV�OWUENG� 

1PG�QH�VJG�ECWUGU�QH�OKVTCN�TGIWTIKVCVKQP�KU�CDPQTOCNKV[� 
QH VJG�OKVTCN�XCNXG�NGCHNGVU�CPF�QT KVU�UVTWEVWTG��CPF�KV� 
OC[�DG�TGHGTTGF�VQ�CU�&GIGPGTCVKXG�/4 QT�2TKOCT[�/4� 
D[�[QWT�FQEVQT� 

$GECWUG�QH�VJKU�EQPFKVKQP��KV�KU�FKHHKEWNV�HQT�[QWT�JGCTV�VQ� 
OQXG�DNQQF�VJTQWIJ�VQ�VJG TGUV QH�[QWT�DQF[�GHHKEKGPVN[�� 
+V�OC[�OCMG�[QW�HGGN�VKTGF�QT�QWV�QH�DTGCVJ��CPF KV�OC[� 
ECWUG�CP�QXGTCNN�FGETGCUG�KP�[QWT�SWCNKV[�QH�NKHG� 
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A structural problem with 

the valve’s leaflets prevents 

them from closing properly 

Blood flows backward 

through the valve 

op view of leaflets showing 

blood escaping through 

valve during closure 

4 

The Heart 

Heart with Degenerative Mitral Regurgitation 
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This treatment is a less invasive method performed through a small 
incision in the leg. Your doctor places a thin tube called a catheter 
through a delivery system into a large vein in your leg to reach your 
heart, and then implants a small device to repair the mitral valve.  
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Deciding on the Appropriate Treatment Option for You 

Understanding Your 
Treatment Options 
If you have mitral 
regurgitation and your 
doctor has evaluated you as 
prohibitive risk for open heart 
surgery, transcatheter valve 
repair may be an option for 
you. Only a specialized Heart 
Team can determine which 
treatment option is 
appropriate for you. 

Mitral Valve Repair Options 

• Your current health status 

• Your ability to undergo the 
procedure and recover from it 

• The overall condition of 
your heart 
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What Is the Best Treatment 
Option for You? 
A specialized doctor on a Heart 
Team will evaluate you for treatment 
options. They will consider factors 
about your health to decide the 
most appropriate treatment 
option for you. 

Your doctor will consider these 
factors: 

• Your medical history 

• Your age 

6JGTG�CTG�C�HGY�FKHHGTGPV�YC[U�VQ�VTGCV�FGIGPGTCVKXG�OKVTCN� 
TGIWTIKVCVKQP��6YQ�EQOOQP�OGVJQFU�KPENWFG�VTGCVKPI�YKVJ� 
OGFKECN�VJGTCR[��QT�TGRCKTKPI�VJG�OKVTCN�XCNXG�KP�QTFGT�VQ�RTGXGPV� 
DCEMYCTF�NGCMCIG�CPF�JGNR�DNQQF�HNQY�RTQRGTN[�� 

Transcatheter Mitral Valve Repair 

What Are the Benefits 
of Treating Mitral 
Regurgitation? 
reating mitral regurgitation is 
key to maintaining your heart 
health, and could make a 
difference for your quality 
of life. 
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The PASCAL Precision implant system delivers the PASCAL implant to your 
mitral valve via a catheter-based delivery system through your femoral vein. 

The implant is secured to the leaflets of your mitral valve and the central spacer 
acts as a filler in the regurgitant opening. 

The PASCAL Precision system has two implant sizes (below) and your physician 
will select the best implant option for your anatomy.

PASCAL implant 

The Edwards PASCAL Precision System – Implant 

Designed to repair the mitral valve and help reduce mitral regurgitation 

PASCAL Ace implant 
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Images are larger than actual implant size. 
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CEEGUU�VJG�NCTIGUV�XGKP�VJGTG�

��

��

XCNXG�CPF�UGEWTG�VJGO�VQIGVJGT�

�� .CUVN[��[QWT�FQEVQT�YKNN�T

[QWT�DQF[���
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The Transcatheter Valve Repair Procedure 

On average, the transcatheter 
valve repair procedure lasts 
1.5 2 hours. 

1.5 2 
hours 

This section describes what 
happens during transcatheter 
mitral valve repair. It is 
intended as a general 
overview, and your 
experience may be different. 
Please talk to your doctor for 
more information about 
what you should expect. 
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Top view of leaflets with 

PASCAL implant in place 
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;QWT�FQEVQT�YKNN�OCMG�C�UOCNN�EWV�KP�[QWT�ITQKP�CTGC�VQ� 

;QWT�FQEVQT�YKNN�VJGP�KPUGTV�C�VWDG�NKMG�FGXKEG�
FGNKXGT[� 
ECVJGVGT��VJTQWIJ�VJG�UOCNN�EWV�CPF�FKTGEV�KV�VQ�[QWT�OKVTCN� 
XCNXG�WPFGT�KOCIKPI�IWKFCPEG��6JG�2#5%#.�KORNCPV�KU� 
CVVCEJGF�VQ�VJG�VKR�QH�VJG�FGNKXGT[�ECVJGVGT�� 

1PEG�VJG�KORNCPV�KU�RTQRGTN[�RQUKVKQPGF�KP�[QWT�OKVTCN� 
XCNXG��[QWT�FQEVQT�YKNN�ITCUR�VJG�VYQ�NGCHNGVU�QH�[QWT�OKVTCN� 

GNGCUG�VJG�KORNCPV�HTQO�VJG� 
FGNKXGT[�ECVJGVGT�CPF�TGOQXG�VJG�FGNKXGT[�ECVJGVGT�HTQO� 
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As you leave the hospital, your valve c  
coordinator or nurse should give yo  
implant card.

This card has information about your
PASCAL Precision heart valve repair i  

It is important to inform all member  
healthcare team about your heart val
Show this card before any future med
dental procedures. If you need an MR
(magnetic resonance imaging), tell yo
you have a PASCAL implant.

After your procedure, you may spend a number of days in the hospital. Every patient is 
different in how they recover. 

Before you leave the hospital, your doctor  will discuss your aftercare plan with you. 
They will give you specific instructions to help you with your recovery. 

It is important to carefully follow your doctor’s directions, especially if you need to take 
any blood thinning medication.   

ou may be asked to return to 

,

t

ur doctor 

Edwards Lifesciences® Implanted Device ID Card 

SAMPLE PATIENT 

SAMPLE PHYSICIAN 

SAMPLE HOSPITAL 
CITY  STATE, COUNTRY ZIP CODE 

xxxxxx 

DAY MONTH YEAR POSITION 

xxxxxxxxxxxx IMPLANT 

Implanting Physician 

Hospital 

Serial 

Implant Da e Position 

Model Device 

linic 
u an

 Edwards 
mplant. 

s of your 
ve repair. 
ical or 
I 

After Your Transcatheter Heart Valve Repair Procedure 

What Happens After the Transcatheter Mitral Valve Repair Procedure? Your Edwards Implant Card 

Transcatheter Mitral Valve Repair Follow-Up Visits 
Regular check-ups with your doctor are very important. Y 
your doctor to have your heart valve checked at 30 days and up to 5 years 
after your procedure. 

However, call or see your doctor whenever you have questions or concerns about 
your health. 

For more information on your 
implant card, please go to Edwards.com 

12 

http:Edwards.com
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Transcatheter Mitral Repair with the PASCAL Precision System 

Major Complications Risk within 30 days Risk within 6 months 

Death from any cause 2 QWV�QH���� ��QWV�QH��00 

Death from a heart related cause 1 QWV�QH��00 ��QWV�QH���� 

Stroke � QWV�QH���� ���QWVV�QHH���� 

Heart attack ��QWV�QH���� ��QWV�QH���� 

Kidney failure requiring dialysis ��QWV�QH���� ��QWV�QH���� 

Severe bleeding ��QWV�QH���� ��QWV�QH���� 

Unplanned repeat procedure 
or surgery 

��QWV�QH���� ��QWVV�QHH���� 

Clinical Data 

Edwards Transcatheter 
Valve Repair 
Clinical Data 
If you were to undergo mitral 
valve repair with the PASCAL 
Precision system, the risks you 
could expect are shown in the 
following table. These risks 
were based on a clinical study 
QH�the PASCAL Precision 
system. 
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As with any medical procedure, there is a possibility 
of risks.

The most serious risks are:

Death
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%CPPQV�VQNGTCVG�EGTVCKP�DNQQF�VJKPPGTU�FWTKPI�QT
CHVGT�VJG�RTQEGFWTG

*CXG�CP�WPVTGCVCDNG�CNNGTI[�VQ�PKEMGN��VKVCPKWO�QT

Risks of the Transcatheter Valve Repair Procedure 

What Are the Risks? The PASCAL Precision system cannot be 
used in people who: 
• 

• • 

• Stroke 

• Serious bleeding 

• Unplanned repeat procedure or surgery 

:�TC[�EQPVTCUV�OGFKC 

• *CXG�CP�CEVKXG�KPHGEVKQP�QH�VJG�OKVTCN�XCNXG 
GPFQECTFKVKU� 

• *CXG�OKVTCN�TGIWTIKVCVKQP�ECWUGF�D[�TJGWOCVKE 
FKUGCUG 

• *CXG�GXKFGPEG�QH�DNQQF�ENQVU�KP�VJG�JGCTV�QT�XGKPU 
NGCFKPI�VQ�VJG�JGCTV 
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Additional potential risks associated with the procedure include: 

•	 $EQRUPDO�KHDUW�UK\WKPV�RU�FDUGLDF�DUUHVW� ZKLFK�PD\ 
UHTXLUH�D�SDFHPDNHU 

• $EQRUPDO�ORZ�RU�KLJK EORRG�SUHVVXUH 

•	 $OOHUJLF�UHDFWLRQ�WR DQHVWKHWLF��FRQWUDVW��KHSDULQ� 
1LWLQRO��1LFNHO�DQG�7LWDQLXP��DQG�RU�RWKHU 
PHGLFDWLRQV 

• $QHXU\VP�RU�SVHXGRDQHXU\VP 

•	 %OHHGLQJ��VWRPDFK�EOHHGLQJ��KHPRO\VLV��RU�GHFUHDVHG 
EORRG�FRXQW��ZKLFK�PD\�UHTXLUH�WUDQVIXVLRQ 

• %ORRG�FORWV�LQ�WKH OHJV��'HHS�9HLQ�7KURPERVLV� 

•	 %ORRG�FORWV��SDUWLFOHV��FDWKHWHU�IUDJPHQWV�RU�DLU�LQ�WKH 
EORRG�YHVVHOV��OXQJV��ERG\�RU�EUDLQ 

• &DUGLRJHQLF�VKRFN 

• &KHVW�SDLQ 

•	 'DPDJH�RU�SXQFWXUH RI�WKH�KHDUW�RU�EORRG�YHVVHOV�WKDW 
PD\�UHTXLUH�VXUJHU\ 

•	 'DPDJH��LQMXU\�WR� QDUURZLQJ��RU�WHDULQJ�RI�WKH�PLWUDO 
YDOYH�RU�RWKHU�YDOYH�VWUXFWXUHV 

•	 'DPDJH�WR�WKH�VZDOORZLQJ�SDVVDJH��HVRSKDJXV���ZLWK 
SRVVLEOH�SXQFWXUH�RU�QDUURZLQJ 

• 'LVORGJHPHQW�RI�D SUHYLRXV�LPSODQW 

•	 )DLOXUH�WR�UHWULHYH DQ\�3$6&$/�3UHFLVLRQ V\VWHP 
FRPSRQHQWV 

• )HYHU�RU�LQIHFWLRQ��LQFOXGLQJ�RI�WKH KHDUW�YDOYH 

• )OXLG�RU�EORRG�DURXQG�WKH�KHDUW�RU OXQJV 

• +HDUW�DWWDFN 

•	 ,PSODQW�GHWHULRUDWLRQ��ZHDU��WHDU��IUDFWXUH�RU�RWKHU�� 
PDOSRVLWLRQ��FORWWLQJ��PRYHPHQW�RU HPEROL]DWLRQ 

• .LGQH\�HDLOXUH 

• /DE�YDOXHV�WKDW�DUH�QRW�QRUPDO 

•	 1HUYH�LQMXU\��SDUDO\VLV�RU�QHXURORJLFDO�V\PSWRPV� 
LQFOXGLQJ�SUREOHPV ZLWK�PRYHPHQW�RU�ZDONLQJ 

• 2UJDQ�IDLOXUH��LQFOXGLQJ�KHDUW�IDLOXUH 

• 3DLQ 

•	 5HVSLUDWRU\�FRPSURPLVH�WKDW�PD\�UHTXLUH�SURORQJHG 
QHHG�IRU�D�UHVSLUDWRU 

•	 6KRUWQHVV�RI�EUHDWK� IDLQWLQJ�RU�GL]]LQHVV��QDXVHD� 
VZHOOLQJ��ZHDNQHVV��GLPLQLVKHG�H[HUFLVH�DELOLW\ 

•	 6NLQ�EXUQ��LQMXU\�RU WLVVXH�FKDQJHV�GXH�WR�H[SRVXUH�WR 
:�UD\V 

• 6LQJOH�OHDIOHW�GHYLFH�DWWDFKPHQW��6/'$� 

•	 9DVFXODU�LQMXU\�RU WUDXPD��LQFOXGLQJ GHFUHDVHG�EORRG 
IORZ��GLVVHFWLRQ�RU RFFOXVLRQ 

• :RUVHQLQJ�RI�YDOYXODU�LQVXIILFLHQF\ 

• :RXQG�KHDOLQJ�LQIHFWLRQ�RU�VORZ�KHDOLQJ 
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Your heart team will do an assessment to decide if you are a suitable 
candidate for this procedure.

Follow all care instructions to ensure the best possible results. Regular
follow-up is advised to evaluate the performance of your device.

Short-term blood thinning medication may be necessary after valve repair
with the PASCAL Precision system. Your doctor should prescribe this and
other medical therapy per standard guidelines.

Precautions Prior to Use 

Precautions After Use 
• 

• 

17171771 7717177177177777771 711171 7111171111 777777 

Warnings and Precautions 

Warnings 
• Serious complications, sometimes leading to surgical intervention and/ 

or death, may be associated with the use of this system. Talk to your 
doctor for a full explanation of the benefits and risks associated with 
this procedure. 

• As with any implanted medical device, there is potential for an adverse 
allergic or immunological response. 

• Careful and continuous medical follow-up is advised so that any 
complications can be diagnosed and properly managed. 

• Blood thinning medication will be determined by your doctor per 
standard guidelines. 

• The PASCAL Precision system has not been evaluated in pregnant 
women or children. 
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www.Edwards.com Edwards Lifesciences 
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For More Information about the Edwards Transcatheter Valve Repair Procedure: 

7ROO�IUHH�SKRQH�LQ�WKH�86$� Online: Mail: 
������������ 

(PDLO�DGGUHVV�� 
SDWLHQWBVXSSRUW#HGZDUGV�FRP 


