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WilliamA Hawkins~ ,
 " 

'PresidentandChiefExecutive Officer 
• ,:f\IIedtr-O~ic,·lnc.,· .~>.~..:7' 
<	 7.10 Medttonic·parkwaY. 

M.ailstopLC400"'·~L <' • _.,,;.-~.
 
, "'Mi!lhe;ap~lis, Minnesota' 55432~5604
 .. 
~..",i' -~.~. .~. ,4 ~~) '~?':. -, r.' , '. ,. h. _'	 "\.(, 

~,.·RE:i'~Recall.NUllihers'Z-0067-2008. thru Z-0070-2'008 
";, , ~. '-:. 'j"- '-l 

:,:DearM~: Hawi<1ns~ .• ; 
. ", '~.' "~	 -;A~. . ;".J' ..~. . ;" ~ '-" "' 

'. You\Shouldbe i~;rec~'i'ptofa letterfrom Daniel G. Schultz, M:O., Director, FDA Center tor Devices and " ;
Radlolo'gic'al;Heaiih, 'daledOctober 16,2007, n'otifying you oflhe€lasslrecall'classificationon MedtroniCSprint 

. Fidelis'E'~adsmodels>6930,6931, 6948 and 6949,due to potentiafileadJractures which have a reasonable .. 
, .pro~abhity.t9 cause seriou,s<adverse'health consequences, ihcltidin9,death. I, 

J ~~..	 ~.~. 1.- .....,. '.- .~.. I _ ._" 't" '" ' . 

. ·>OUI"€VaIUalion i~Cdicatesthalthts recall should be conducted 'to ttiephysicianle~elal"ld that Level A effectiveness 
, :: checks should be 'conducted by your firm. Level A effectiveness checks are to be cOnducted at 100% of your 
, : consigl1ees fo verity tha~ all consignees have received notifiGation about the recall ari8 h~lVe taken appropriate 
,	 'action.i . . . 

""I-. 
;; '.	 . ". 

"',,; • -, ., _ ..F	 <..'~ ~ 

:1 11 addjtiOnJoyot1'r recall, efforts, it· is eq'ually important toassure that all,returned or undistributed ryJer.c,hand is~ is' . 
:prs>rnptly i nventofied, handled, ar'id.:stored in S-uch'amannE?r as. to assure itsseparation, from acceptable':"fnatE1rials " ' 
's6 it willriqt}n'adv;ertently 'be usecLor shipped. '. . , . ",_ 

i.,	 v -..:'.. ',' ..;~ ~ ",: .. < ~'. '. ..".. .', : _. . . " .~. ..... ,'. '. '; '. . " ' 
, ' Our exp~rience in" s'imilarsituations has shown that, ·thelonger a defectiveproduct'isheldbetween the ,initiation 

and,terrninationof,a recall,the greater the chance.of its accidental, misuse. We, therefore; urge you to . . 
immed'iatelybegin making 'plans to destroy the product or recondition it to bring if'intocompliancewithfhe law." . ,-.	 ..,.', ,.~ , 

!' We request thary'ou advIse:' us within ten (10) days of the steps you have taken or will take;~o ensure the re~alled '
 
product is properly inventoriea and'maintained to prevent unintended use or shipment, and provide your proposed
 

- m.et~od·O!aisposition of the returned goods and your undi~tributed stoc~:' "
 
•. ~ ~ I' ,. .• - -' .' ">'	 • • 

'Iriiadditiontwe request you~su'bmit to our Minneapolis District'Office·a recaU:status report at monthly intervals; , . 
.... ".- b~ginningthem,ohthofDecember, until c?mpletion ot'therecalL-,Jf you haveco:i:npletedyourrecaliacti~ns at this 

" tifne"yqu Will' drily need to ~end one summary report. Therecall stat\ls report should contain the following. ", . 
,information::,",-. " 

. 1} Nurn'b"er of c~nsigneesnotifiedof the recall,and date and method ofnotification.o
 
. -. -~ ~ . "
 . " :-

~- f'	 ... 

<,2<. Th~:nu;"'ber of consignees responding to the recall communication.' , .~ ..: ~",	 ' . ' , 
,f' ........	 _
 

,~~~~- ...~ 3.	 N~mber,cif~onsign~~s that did not respond. .'
• ..',. " . .	 f

" 
, ":. 

4.	 The l1~~berofbonsigneddeVic~~'~etrieved;fr~~'h6sPitals'orother tonsi~neeinventorie's;;andthe, 
<quantity of product accounted for, . .. , • 

.
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, 'l"::,?' :ihe. estimated tirlJe framef6rcompletion of the re~all, ~r when the recall was completed, 

:. '; ·,:f~'Y:Ainou~t of the product on hand at your firm when t"he ~ecaU be~ari;.:.an~ the dispositiohof this pro~u~t~ , ' 

8,corr~~tive actions taken to prevent recurrence ofthesituati~n, ,~,	 ,i ~ ·,."i ... 

. '" l .". '.	 . ... ':! 

.1; 9. Number and summary of complaints received about lead fractures, : .-' 
.~ '. . ~ ...,'" -','.. ~:--~~- ~ - . -	 . ' . .' ~- . 

'Addres:s these periodic,fecaHstatusreports to Kristy Zurosl<i, Recall &Emefgency.C~6rdinator at the Minne~polis
 
, DistricfOffice,'; Information indicated as needed in items 7-9 is for closing the recall,":afld need only be supplied in
 

.. your final report:.l-·' _ "
 
'". '.". ' ': '.1',' : ,': .' , . " "
 

. OurJudgment,-regarc:ling theeff~cHveness ofthe recall, will largelybe based upon your implementation of, the
 
·>'gui~el,i.nes adqre.s~e·d:in)De FpA "~nfo~cementPo.licy"21 CFR part 7,and":M~thod~.!or~onduc!ing ~ecall
 

, -Effectiveness Checks", Please 'beadvlsed that failure to conduct an effective recall could ·result In seizure of the
 
violativeproducf in commerce, or other legal sanctions'under the Food; Drug &"CosmeticAct. . .
 

:. .• t , '..," .: . "	 '. 

_ _. " _, ~ 4-. ~ _ , . -, ~	 , 1 

'Yourr.espon.selothis letter should be addressE;ld'to \!\I,Charles Becoat, DistrictDirector. .' 
-,,<,,' 

.your coo'peratio~i~ this ~atter is obviously importa;n~fortheprotectionoft~gen~ralpiJbliC, 
'.- ~ . 

; 'r .
, 

" . .) 

. Sinoerely, 
.. "',	 . .~ 

.'1/~~W1("It:·	 .. .,	 W,Charies Becoat 
Director 
Minneapolis" District 

Enclosure 

cc:", Michael G, Holgers " " 
, ' Director.of CRDMCompliance 
, , Medtronic Cardiac'Rhythm -Disease Management. 
, .7000 CentrafAvenueN..E. , . ,. '.... 

" 

", MinneapOlis, Minnesota. '55432-3576 
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