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' '.;Procode MAE

):0° Dehve:ry System

Dear Mr. Géugedh'

(F DA) has completed itst revxew ’
AMPLATZER® Duct Occluder 3
~ occlusion device is indicated for the n
 are pleased to inform you that the PM
the device in accordance with the
Approval" (enclosed)

- The sale, distribution, and use
21 CFR 801.109 within the m
©Act (the act) under the authorit
that, to ensure the safe and effe{
meanmg of section. 520(e) under 1
: labehng specxfy the requiremen
device as approved in this order a j‘%use must not vxolate
fsecnons 502(q) and (r) of the act. '
In addmon to the postapproval youhave agreed to
provxde the followmg data in ﬁak R -
The long-term safety and. ness of the ! : Charecieﬁ‘zed by
-~ following for five (5) yeat the pati rolled in the ph:

trial. Annual f@llow-




Page 2 — Mr.”Franck 55Gougeoﬁ
1nclude a physxcal ex I 7c‘echccardxography on all\ patlo' ts A chest x-ray y
a , : ‘ unt will be seen
¢ a!uatxon of the resulual

ports wil report will be submitted at
the end ofthestudy G e

'Expxra’uon daung for this dev1 ,_3 ycars Thzs isto advxse
you that the protocol you used: idered an approved

protocol for the purpose of cxten ; ng‘t' f : 'y’21 CFR 814 39(a)(7) '

must be consnstent W_l.th appllq

~ CDRH will notify the public of i
‘summary of the safety and effe
can be found on the FDA CDF
, http /1www.fda. gov/cdrh/pm
tothe Dockcts Management I
Lane, Rm. 1061 Rock : /

= mterested person may scek rev
admlmstratwe review, either through
under sectxon 51 S(g) of the act.

| Failire'to comply thh the“ :
distribution of a devxce that s

You are remmded that as soon' E
. you must submn an amendme

final prmted form. The Iabehng
apphcants include with their s
final printed labeling is identical to the labeling appro
labeling is not identical, any changes from the final dr
explamed in the amendment g

ppro edl labehng in
ff when PMA -
r letter stating 1 that the
e ”ﬁnal printed
be h;ghhghted and
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All reqmred documents sh@uld’=

= GtonnaBuckleyat
(301) 443 8243 x140 L LT

~ Enclosure



Last Modified: 1-31-02

: Supplement—Changes Bemg Bf
submission is permitted in a

consult the PMA regu}atlon for 1
; several key mstances

- APMA supplement must be sqb’
incidence of antlclpated adverse e
or dev;ce modxﬁcation o

A PMA supplement must be sub
should be sub}ected to ammal or
modlﬁed dewce remams safe and

and manufactunng pr ess chax
addition of, but not the replacem
test me’chods ‘These changes mas

by FDA that the submission is be

- Effected.” This proceclure is 1
specifications; c1rcu1try, softwaze

] at otherwxse require
ude the useofa :
st have prevxously g
ce wnh the applicant
Can occur,. FDA and the
st results, reporting

Altemate submissmns permntted
approval of a PMA supplemen
30-day PMA sqpnlemen or annu
indicated in an advisory opinion |
that the alternate submission i is px
PMA applmaﬁt(s) involved must
format mformatlon to ,be repo

5 AIternate submlssmns perrmtted unds ng process changes o
~mclude the use of a 30-day Notic 1 evice 30 days after the
date on which the FDA receives the 30-da nle the FDA notifies the applicant within )
30 days from recelpt o’f thégnot ade vl el :




' POSTAPPROVAL REPO entupon the
- submission of postapproval rep
date of approval of the ori;
~original PMA, if appli are
original PMA unless spemﬁed ot
copies identified as "Annual Rep

: submmed to the PMA. Document
-Health, Feod and Drug Adminis
: postapprovaj report shall mdlcate

report a.nd shall mclude the follo:

~identified, as apphcabie asa
Document Mall Center (HFZ—4 ;

' 1: : fAmlx,-up of?the devlce

2. Anyadverse reactxon,’ i

eaction thatis
£ e attnbutable to the devic [

0. has ot been addres

b. hasbeen add oss
severity or freque

‘oflyearfromthe i



report shall lnclud  d

B :,,procedures descrlbed

ThlS regulatlon was replaced by the
: 1990 w}nch became effectlve July

’Approval" for thls PMA FDA ha
Whenever an event mvolvmg a de

; | eports regmred bv the MDR Re
803 IO(C) usmg FDA Form 3500

~ Any significant chemic
failure of the devxce to.
could not cause or conf
adjustments or o

 deterioration or faﬂure
: apphcant ‘When such

cti’ ezactmn by the
t other maintenance
kn@wn to the apphcant

‘r/eport shall.appropnate s
. and otherwise known i rg\ permd Addmonal'
- information regardmg dby the apphcant

~when determmed by FDA to be
-~ the safety and effectxvene‘ ’

ng is uﬂnecessary
‘DR Regulation
¢ appropriate
din21 CFR
yreportable death,
803.52 and 5 days -

after becommg aware that a report le M ] on to prevent an

submxttmg a basehne report on
reported under 21 CFR 803. 50 ,
Any written report and its env lop
‘“5-Day Report,” “Basgl_mewR"

, 1Sirésp0nsxble for
,‘model is first L




Any writtéf;;,x'e;:por;‘t is ’tﬁo be | Submlt{edto L

~ Center for Devices
~ Medical Devme Repomng
PO Box 3002

: Rockvﬂle Maryland 20

VCoples of the MDR Regulatlen (FOI ' ienuﬂed “An
Overview of ﬂ;\e Medical Deviee I ing R , ,Vsechcal Dev1ce e
'Reportmg f ) Manufacturers; (F /W Home Page. They ‘

: s roug } a demand 381 Written
requests for mformatmn can be made by L I Division of Small
Manufacturers Intemanonal and Consumer Assistance -4 ._43—8818



