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You have been diagnosed Nvith ~ 
The purpose of this brochure is 
condition and explain how non-
AMPLATZF,R Duet Occluder_ 

Patent DEdCrllS ArtL'i"IC1SIdS 

A PDA is a heart defect f'nat oe( 
to close after birth, as it flornlall 
every fetus that allows bl<7oa to 
its first bieath after birth . Short 
should close permanently. If it 
Refer to Figure 2 . 

This condition can cause s.; rnpts 
grow normally, or chronic respi 
ena'ocardifi, . A patient w-ith a 1 
Large openings call lead to hear 

Right Atrium 

Ric 

Heart 1, 

INTRODUCTION 

i patent ductus arteriosus (PD-4) which niust be closed . 
~o provi,de a better ande.rstanding of',, ow- medical 
~orgical closure can be perto-mcd using the 

;urs when a blood vessel called. the ductus arteriosus Calls 
~T should The ductus arPerio.sus is an open channel in 
bypass the lungs, which are not used unti [ the bab y takes 
ly' a1`ter the baby's firs! breath, the ductus artewiosus 
Jots not close, it is kjlotivn as a pate.ert dnctrrs ar°teriosus. 

izzI5 suCh as :i1itioue9 difficult or rapid breathing. Failure to 
atory 'infections such as colds and Pile iai Iariia, or 
'I):1 can also be asymptornatic (ivith0ui symptoms) . 
L failure and death. 





WHEN THE DEVICE SHOULD NOTBE USED 

If vou have any of the f0lloVVit1&l' eOnditic~ns, the ANIP1_,A"I'ZE'1y Duct OccltuclL~~r should not 



Wh (it are the risks, ~ 

There are risks v,rlth cardiac eatheteri,, 

be associated Nvith the device . 

The fo llowing adverse events were Si 

" Death (0.3°,%j - death duning ; 
procedure . 

" Dislodgment of the device (0 .' 
o Blood Clot (Thrombus) ;0 .3°, 
" Partial Obstruction of Pullno : 

pulmonary artery 
" False aneurvsm (0 ., ro) 
" Vascular access site con-ipiicat 
" Loss of pulse in the leg (1.V 

Loss of rEaular heart rhythm + 

There are additional potential rist'_s tha 
occur: 

" Aa aii- bubble or clot that Hoc] 
" Allergic reaction to cItiC, dsu~ ~ 
" Tf,lnporary absence of hreafhij 
" haflarriniation of the lining oft 
" Bleedin, 

Injury to the nerves in the arm 
" Chest pain 
" D,~li verv System failt!re. 

Fever 
Headache%inioi°Zine 
Too high or too low blood prc ; 

" Heart Attack (1lyoctlrdial hzfG 
" Perforation (piercing) of the vf 

Stroke, M, or peripheral ernt. 
" Val 4-Lr1ar Reo~urgitati<;n (baakv 

You should also be a\iare that : 
o Patients allergic to nickej ma~ 
+ There is limited clinical data f 

If you are pregnant, youl and 
Notlft~ yoar doctor if you are 

ISKS AND BENEFITS 

ion procedures a:; well as additio3i471 risks that May 

1'aoe ̀<~ c~l 1 S 





WHAT ~.SHOUL D -BE EXPECTED .DURING . AND AFTER 

THE PROCEDURE? 



/ 

~ `', 





r 

s . 

-lustaff. Your blood pressure will 
EC;C.i rnc,iiitor so zhat your 1iea.-i 
a IlUxse will checl~ tile site where 
feet and arms . 

T'C7CtAtll'o, you can, expect to sta\ in 

n place, and for s-,%,eral hours after 
ing VOiir leg Vvith the sheath 
Vas used the procedure . you .,led 

to stay in bed for several 

d be able 1u sit up and Nval1c about . 
in the hospital . Before you leave 
be performed to rxialce sUrt the 

sLM`'Iry, yotrr rec:oVerv should be 
zrefea° Insertion site (groin or arn!) . 



l'aL,c 14 of 18 



ASKED QtIJESYrIONS 

~, milk . You shattid (Iiiscu5s this issue with your 
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GLs ~SSARY OF TERMS 
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Val,vular Regurgitation --Au abnot°rnat bacl<~.v~.rd flow of blood through « val>~e . 
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