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Product testing pertaining to and/or conducted on the AM~'i,~4.~' ~'~~'i,~4.~'~'~~ Duct 
Occiucler is summarized below. 
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Potential Adverse Events 
Placement of the AMPLAT~ 
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Air Embolus 
" Allergic dye reaction 
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e Apnea 
a Arrhythmia 
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" Brachial plexus injury 
o Chest pain 
" Delivery system failure 
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Table 6 -- Princival Sa 
Principal Efficacy I Patient 
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Pre Discharge Efficacy 3 54;39'? 
6 Month Efficacy ~ 312/31'7 -- ~ 

12 Month Efficacy i 
-_ 

20 5/"~0 8 
m Heart Murmur Success ~ 20 1/24)l 

Composite Success L 205/2 1 ? 
Extended Efficacy 265/263 
Carry Forward Efficacy 38 3/?E)i) 

Principal Safety 
. . .

.veY~s~ 
1 
~3 (Adverse Events) 
, 

~ y - 

sei1011S 

------- 

1 / .~~/~ 

I I~Iajor 
- 
~ ~ 4 /393 

Total Serious and Major 5 ) / 393 
Minor 

` 
1 9 I 393 

Any Adverse D,-e17t ~ 23 I i9:, _ 
'One patient had a Major and Minor Advt 
` Definitions for Adverse events can ne fo 
3 Patients less than b monihy of age, and If 

Acute Procedure Success= Ofthe minzbE 
those who successfully received a device . 
Acute Efficacy - Of the number of patier 
had complete closure of the dtzctus at Proc 
Pre-Discl~ar~e Efficacy - Complete c1c 
attempted patients . 
6 Month Efficacy - Complete closure of t 

F patients 

vhere the 
re, 

of the 

patients . 

.esults 






