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. Thxs do..u;mcnt hsts obscrvahons madc by thc I‘DA rcprcscntatwc(s) dunn_ thc mspoctxon of your ﬁ!cxlﬂy Thcy arc mspccuonal

] observations, and do not represent a  final Agency determination renardmg your ‘compliance. If you have an  objection regarding an”
observa’uon, or have mplemented or plan to mplement, corrective action in response to an observation, yon may discuss the obj ecuon or :
action with the FDA representative(s) during the inspection or submit thxs mformatlcn to FDA at the addres above If you have any IR
questmns,plensecontacthAatthephonenumberandaddrssabove e R PR SUBAE

771e observatzons noted in thzs Fomz FDA-483 are not an exhaustzve Izstmg of objectzonable condztwns Under the Iaw your_ _
f ym is respar:.,.b’e Jor ca"d:.'c."ng .'r.'.'erna.’ -'elf :::.'d.'ts to :.’!er:.*:jjz a.-.-d csrrect a,,, and a!l v'o.’.'.'."a".s o’ ..‘:e m'a!.'{y ‘y.,!em o
reqmrements. T e : ; : L c g o

L DURme AN msp‘e_c':'_ndr\_rdF YOUR FIRWM WE OBSERVED: -

OBSERVATION 1

Pmcedures for Conducnna quahtv aLdlts were nof CO'uplete .._- S

Spec1f1cally, L ‘-:v"' .
'ii

The CRM Audlt Procedure 005014 requlres p ratlon oF an A"dlt Plan and checkllst.
Review of 2005 CAPA Audit Plan noted a: la"r: ‘of specn.“:.c details to ensure complete
: Lo coverage and t‘lat all the QSR requ:.rements are met. ‘There was no detalled : 7
--,——'”'-——'—rnfer-m:e to~ i g—data SOUrTEs O l:he anai:y sis—of those -.

{ non- conformlng data sources.~ - 3

_VOESERVATION z

‘_ | Not all of the actlons needed to con'ect and prevent the recurrence of nonconfonmng product and other quahry Pl'Oblems have ..
- _beenldennﬁed R AR RIS B

_Speca.flcally,

eﬂ:Root-cause has 1ot been determlned for TR 05013 Rev. B 06/22/05 INSTGNIA
;]Descrlptlon fmhe dev1ce _goes’ to no output and’ alls to delrver therapv L
K fThere are: no corrective: and preventive actlons to. de51gn control 1nputs/process._
"'procedures spec1f1cally addressing processes requlred to develop product and/or .
-~ product hybrids té mitigate or reduce. SEU (51ng1e event upsets) for c1rcu1tsl-:_f3'
“'using . technology: ™ : g LT T R
'o"There are no correctlve and preventlve actlons to change de51gn control
- n-:r—s'l—ss-:u
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. Subject matters ‘for the trend report contalns ‘the Hazard - : 4 o
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proceduree to 1dent1fy or pre ent memory cverflow or 51m11ar'soFtware”'

programm_ng problems rrom recurrlng.»;.

'oesenvmon.s
1 pic,i(ﬁm{ Mfkmenktpqmi

';Procechues weré not for mamtormg aud comrol of proces:. parameters for vaudated processes. ST

foi  used on the Tachy hybrld assembly 11ne fﬂllow1ng the ‘

e process has not been Fully valldated _ The’ operatlonal qua11f1catlon dld
- pnot include testing the equlpment with refﬂrpnce hybrids mounted with non
“‘:confonnlng components.‘('f'hn PQ part of the process valldatlon has not been
7;“conducted._ R ‘ : : - : ‘

'"fflnspectlon processes on the Brady or machy hybrld assembly llne u51ng
processes.,»j” S e ; ; RPN S

Sp=c1r1cally, the V o o process was vallda ed uslng ‘1 | ) ]
. for acceptance- testlng. '
' Specifications. for: the outpqt of the ‘procass’ and
acceptance criteria are inh terms of - _ ; . has not been used
‘on the Brady hybrid asseﬂbly line for ! 0 acceptance since Apzil
2005. .- It has been replaced by o i _ process. The
_ ‘pDrocess cannot determine ' a process is in compliance
i th ,_reqntremenrs~—mThere xS“ﬂO“Dthﬁt “PYXocess- controiﬁﬁethod—used~Lo—samplerr~-ﬁr“
and tas* to _enSure specificatien for the 1s‘m°t.
(
OBSERVAT:OI\M : e R e o I
’ A prooess vvhose results cannot be fuhy venﬁed by subsequent mspectxon and test has not been vahdated and approved
_accommgtocstabushedprooedures. R _ S R RV ._*
Spec1f1cally, o BT P . :f
ilff" ” ;ﬁ T equlpment, when used for process screenlng A
'"j,following on the Iachy anduBrady hybrld assembly llnes, has not i
',Abeen valldated. d,zviﬁ'f“ ; S ' R A SRR
: : i
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: OBSERVATION 5

B SpelelCally, t:he malntenance and cal...bratJ.on procedure for equipment ‘does
" { not require  verification with the special standard !

rrooeaums lo ensure mat equpmenl is rouunely mam{mned were 10i- es(auusnm o M

: to ensure that the ac ptanee and rejeculon crlterla for t.he _ |
are bemg met. T S e

o Durmg productmn, oomponant and devwe chaxactensncs are not fully momtored and oommlle¢

OBSERVATION 6

Spec1f1cally, S o acceptance 1nspectlon follow:mg the _

-on the Brady hybrid assembly line was removed. - The volume .. . -
cha racterlstlcs_of,_the_ .pzoness_cannot_he_lnsp_e_gt_e_d_and_@m;rg;l_.dm. .
_,usl_ng _ _ method. =

i . " v&astaL:noﬁ'lmemtheBrad}hybndmaszacturmgpmcessandrepla*cdmtb . Urooess

OBSERVATION 7

Prooedures for changes to methods were not completc

o for following proce.sps There was no approved process chan"e ordet for :
-, .. the removal of . .omthe Prady. hybrid assembly line. @ - Lol
o .. During the walk through of the Brady hiybrid assembrv lme a numbvr of prwc oontrol charts, ie. "
T with criteria for stopping produchon for process adjustments were observed throughout the processmg floor. - ] -
~ These production limits have been st without process venﬁ\,auon and vahdanon acuvmes to ensure ﬁmshed products .
-l are meenngﬁmshed spemﬁcanon reqmrements T S R IR RS AP
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= Mdnagement w1u1 execmve respormouuy lias nUl. er.sured ihat an a
a mtpxemented and mamwmed at all levels of me organuauon .

IR

Spec1rlcally,‘:f{1};;< -

ST

-f_The In51gn1a product has been 1dent1f1ed w1th potentlal no- output and falls to.:”
" deliver therapy with failure in ' . Rerer ‘to TR 05013 Rev. B
06/22/05 INSIGNIA “The failure was first' confirmed in an
- analysis with a 11-14-2003 start date ‘and .the last of- approxlmately fallures
" 'was confirmed with a start date of 7-11-2005. ‘The root cause for TRO5013 has
" not been ldentlfled. The products contlnue to be dlstrlbuted and users have not
‘been lnformed of ‘a’ potentlal no output fallure mooe.: R LR N AR

e Users have not been 1nformed of the potentlal for. the In51gn1a pacemaker to fa;l

';1n a no output failure mode due to .+ ddentified in TR
03030; There.haye;begg_apprgzimatgly "devices that have been explanted where

'.returned fallure analysis confirmed the failure was due to _
The most recent. fallure and explant of a dev1ce for thls

' ;problem occurred in July 2005.; e e

OBSERVATION9 . L

Soﬂware used as palt of pnoductxon and the quahty system has not been fully val-datcd for lts mtcnded use accordmg to an
_éstablished protocol Eléctronic records are used, but they do not meet reqwrements to ensune that they are trustworthy, [
rehable and generally eqmvalent to paper records : gL Sl

Speclflcally, the software used to capture the RPR (Return Product Report) data.'3-"
which includes return:device tracklng, fallure analysis lnformatlon, and fallure
analy51s results has not been. verlfled ‘or’ valldated in regaras to. m1551ng RPR
records.f, There are missing records for which the firm cannot account L
for the detalls of the contents of the deleted record, who deleted the record, or_;ﬁ'
why‘was the ‘record deleted. The -RPR. records' are part'of a full e—records system.
There are: no hardcopy records of. the deleted“records S REAIIE : STk
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" Appropﬂale sources of quahly daua are nol adequalely analyzed io ldenufy ensurg and poienual muses of noncomormmg f
producl andomer qualxly probxems TR AR _ B i AR Pl

. Emure data collected with edch _ ' ' eqmpment fouowmg i Larenot . f.
. routinely collected and analyzed as a process momtormg and conu'ol on the T ‘ident_iﬁ'es nOI_t- S
conformancedstothe L S P
. used on the Tachy hybnu assembly lme at - .is not rouunely analyzed to 1dennfy exxstmg and B
: potennal causes of nonconformmg product and other quahty problems equipment will capture and maintain |
o .non-conforxnmg product images: These i images are not routmely analyzed for quahty non-oonformances from defects I
- occumng ﬁom the oomponent mounung eqmpmenr. ' . A AL '

L : E

R ‘ e

N ossenvmon 11

L'-

1 Processes have not been approvetl Electromc records are used, but they do not meet empleyee accountabthtv/responsibmtv
pohcy and si gnatme mamfestauon requu'emﬂnts to ensure that they are trustworthy rehable and genemlly eqmvalent to paper

Specrflcally, the removal of o from the Brady hybrld assembly llne in }\prll
2005 .did not have a- documented process change order wlth J.nplementatlon date, S F
approval 51gnature, and approval date... i T - R ; : oA

L ossenvmon 12

Thu document control pmredLrPs do not deSJgn_te an mdmdua‘ to xevlew doo_men.s for .zdequmy and anprove them pr:or
to issuance. Electronic records are used, but they do not meet 51gn..‘u_re ma_.lfcstaf_nn requuements to ensure tlut they are
m.stwoxthy, rehable and uene..ra_ly equlvdlem to paper recnrds : : A ; ‘ v

Spec:.fJ_cally, _the work ozdﬂr used to remove e from the Brady hybrld assembly
llne J_n Apr:l.l 2005 does not contaln a date and approval s:.gnature. R

R m-ss..su:o -

e
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Reworx and reevaluahon aclmues have not been documented in lhe devlce lnslory rword.

Specrflcally, occur:.ng after I are not cons:.dered to :

De reworks and are not captured in dev1ce hlstory documcnts. SRR

OBSERVATlON 14

Documeut control procedures were not complete Electromc records are used, but they do not meet retentlon reqmrements to"
'“emmemmmqamuwmmmhmmmmkmﬁgmaﬂ&amwﬂmnmp@mnmmk > ; . :

Gy
[T

Soec1f1cally,

: 5,hGaps are encountered in- the RPR record numbers where sequentlal auto record

*'numberlng is used to create the RPR - ‘récord numbers

o,iWork orders are - generated and 1mplem=nted without ev1dence of electrorlc ﬁLf"f3'
'151gnature or other ev1denc— of 51gnature :and approval da e.xflh PR DR

OBSERVA o.d 15

o 'Dev1ce hlstory record (Traveler #12802069 started 07 Oct 2002) for the ‘
'ﬂ - fails to document ‘the. performance of ‘an acceptance 1nspectlon,‘whether
" the lnspectlon was' or product passed or failed the acceptance - .
‘1nspectlon,_ and if the product had been reworked and/or the tlmes the product o
o had been reworked o h : Thasa e
® - Device. hlstory ‘tecord. (Traveler #19686977 started 23-Apr—2004) for” the N
o fails to document the performance of .an acceptance inspection,-whether\;
.. the’ rnspectlon was : or product: passed or failed the acceptance -

hhad been reworked.,h5g;2.

"11nspectlon,_ ‘and if the product had been reworked and/or the tlmes the product :.T-'~

mwr'x:?s—LEE 'i.
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