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11w --.,.,,a In 11Hs Fix?>~ FDA-481 are not 1m ""'"'""iw limn, ofoiJjfflicntlbk oood#i- llndn tho .law,~ 
pr.. I• l'eS{XJn6ilMfur •"""""tlflg"""""'self-lia., Identify and"""""""Yandoll_,iomof/he qfl(tlity ~ 
MqMirentlml8. 

~AH~OFYOURFRMMOBIBNECr. 

Ol!8&RIIATION 1 

~with """'"""._.,;hility IIOaot.......-..1 that"' --lllll.m..ivequ>lily oymom hu hem fully 
imp-lll!ll!lliutlinalat.U-ofuorpni....,.. 

Spoelfl<ally. . .....- -y by Cmpot&!ell>< qllltl'IM!y-"'"""~ ......... illclude .u qu>lilyi!I-

For ~ eomplaint1m: 1Telllded moDih!y by ntte tJid lmgth -oftime open. The lite !llbmiHions ofMedical 
Device Repruu (MD.Ib) iw oot in<:JvdM in tho~ 

The Manoaerof"- Quolity SystemoComp- ..nd Cmpot&!e- -"'' 111dtlmeJm-. He Olridtbe 
detail• oftho ,_l<lqulry Reports (1'114),.. llad<ed by !he,;,... 

• Prior tnl\me 2005.--.... ...,quired.,"".....-by produ<:l filmily. Now. althousb !hey llllllt be-
lrtbo .m. did ,.. ~their,....,. aoat to. OYerllll oompJ•'"' ....~~w the mcmtlt. m.-w111 be "''''"<d ~a.,... 
rather than Rd. so lhc Rl'll:ewm may not realize then Is a ~ listed. 

• Tho~ ro. 1r<Rding-only tllat tTOIIding- be done. bot do no! '"JIIaln opceifi<ally what OIWI -•• 
trend data It the v3rlous BSC site;:_ 

For -le. review ofthe --bythe Wayne, NJ llocllil}' -'""~,..;,.- \l1oit dola ""the 
"""""""'' ioclnded oolhc oomplaint"'""' (wlUch.,."""""""' at the Marlboro. MA llocllil}'> 
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OBSERVATION 3 

A-ot-"""'""""'"'-•risk 10 beallltpmedby td..;..,- notr_...s illwriti"'!!OFDA. 

The fi.rm's ~l of the Positioti A<:quiJmiou Module (l-AM) u P'l1 of~RPM 1ymm (~ 1 T.JPN-, aU lotJ) wu 
... ....,.,.._ 10 IDA. The -is.....too.-~- ro. ~ l'hoPAM does,.,._lllC 
60601·1 o...n.J R<q.li- ro. Sa!>lyofModicaiW!lqWpmeut. DuriJ1s o...-ma-.., it wu 
tlis<:ov- that tbo70V ~ofthe PAM bOD- ~ailed ohort cii<Uit """'"" implyiJoatbe ,......lilyofAfue 
huord. The Clinicel Aucasmout fur~ is listed u Crirical. "the Field Aedoa rccomllMiflllkld it to eonduct 1. recdl. 
Tho ...:all dclusifl<d by,....., S<ieotifie ..c .... 10. Thiawoo ....,.,_by tile PAC c.....,........, 112412005. Tho 
equ~ bu bNn db!ributed to bolh US""' ()US~ 

B. P!!U S!C<l;OOS.OO-o'J inlliatetl2ll12005; 

The fimi• """"ofthe Sipal A<:quisitioo Modu.. (SAMl)., put oflhtl<PM.,..., (mcJudUla all UPNo- wilb 
M004308300), wu tt(Jt reported to IDA. 'I'bo ~iswed on paU~~ablation tor anbydunia.. 'The SAM3 
docs not meet £EC 60601~1 General Requirement~ for s.tety of.Med:it.tl ~ Equipmel'J:L Duril18 0~~ 
-"'11. it wos d-tlw the~ of<he SAMl --..,.. !ailod $bon circuit letli"'J. implying the poNibility 
of• ~ hi.W'd. The Clmical ~for Scvaity is 1i1tecl M Critical. 11le field AcUoa. ~ ls. to~ 
a rceall The recall is daui6cd by 9oatcn Sdentific as Cli:M m. This was~ by tbe F.AC Cbaitp«son on 
J/14/2005. The..,.~..., bc.n diilributedw bolh uswous""""-· 

A=n1ina to!heDit«tor ofCorpoolle Quality gy,o_,&QdCompiW.C.. alll'mdu<tlllii'Ji'yRe!JOO•(PIRs) *'"'iped by 
tllc Seolo< v.,. Ptesi- ofGlobe! Quality Awr._ who is obo tbo Freid Actioo Comm- (fAC) Cbti'J""'!O, who i$ 
loeo<ed bore" BSC-!<aticl<. 

--
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OBSI!IWAliON 4 

An MDR repOn was niX IAlbmlned withln 30 days ofreceiving or otherwise ~ng aware oflnlbrmal:ion that reuonably 
suggests that a marketed 4evk.c may bave cauKd. orcontributed to • dWh or serious injury" 

Specllteally, MedlcaJ Devi~~ (MDR.s) wen: either not submitted or wm submitted !.etc in the fOllowing in$UIIKlCS: 

A For Enteryx Proeedtft Kits: 
• An MDR be.s not been submitted fbr complaint# 6$5872 dated 4113105 involvin3: patient bad dysphagia 

with a sobsequeot dlJatlltion. 
• An l®llhas no! beoo !Ubmilt<d foc -lailtt N655874 doled 4/llitlS involvi"!!' pat;.nt with dl";>bagia 

.and wtigbt lott resulting in an EGD tor which .Wts have I10C been reportec:L 
• Complaint #650765 dated 12181!14 wu ..,.....,.,. l/l7105 (JO~•lale) 
• Compl>\nt # 657183 dated !ln.!OS was reponed on 613105 ('l U1$ 1 ...) 

B. For Vaxcel Pons: 
• Complaint# 64:0535 dated lH7104wu report«\ Of! 4l2<li04 (4 daya •)

• Complaint# 640726dated. 312Y04wu reported on 4123104 (1 day late) 

OBSI!IWAliON $ 

An MDR report was not subtnitted within 30 days ofrea:iviAs or otherwise: b«:omine: aware ofinforma.i.R)n that reaonahly 
sugests that a mark~ device tw malfunctioned and would be likely to cause or eonuibute to a death or serious injury it 
the malfunction were to rt:ii:W', 

Speciflc::ally, Medical Device IWporu (MOlU) wem either not submitted or wtlfe submitted late In tho following inst&nt:es: 

A. For Vaxce\ DialysiiCathtter&: 
• MDRs h&ve not been submitted.lbr eomplaint # 641741 dated 9116(04 involving: five uMs. with c.uff--andthe""- :olippms out. 
• An MDR hn oot been submlttciS tor cornp'aint f. €142'n6 dated 1i!W04 Involving: a pcWcnt's catlletet' 

which fe11 wt 5t home. 
• Complaint #655187 dfned 1/21/05 was reported on 4/410.5 {6 weeks lale) 

• Complaint# 6$:Si88 dated 1121/0S W&$~oo414ro5 (6 w~ks iato} 
• Complaint# 653613 dated 1/21/0S w.u report('Q on3125JOS (414 woehlllte) 
• Complaint# 651774 dated J/5/05 w.u report«f(ln3/4JOS (4 weeks late) 
• Con:tplaim.JI6S5350 dated 2/ll/OS wu A!pOrtedoo 418105 (l+ wt:eb1ate) 
• Complaittt # 65367(1 dated 211510$ was ~ed on l/2SIOS {R days laic) 
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Cumplaint If 6S3671 dated 2116105 was n:pa1ed on 3/25/0S (I week latl!:)• 
B. 	 For Vax<el Portsc 

• 	 An MDR has not been submitted fOt 001nplaint # 64762!1 dated 9/22104 involving: Past placetnent could 
oot flush ar draw; the pQR was~ and replaced tho same day. 

• 	 Cumpb.int # 6:\9$\1 dwtcd 1.'10/04 was reported on 12/17!04 (9monthtlat-c) 
• 	 C',omplaint # 639513 dated 2120104 was reported on 12/17/04 (9~bs late)  

Compla.int;; 6395l4 dattd2/2t>t<H wu reported on 12/17/04 (9 months. late)  • 
Complaint #656751 dated ll12410l wa9 reported on412.'ll04 (4 month& tate) • 

• 	 Complaint il 646924 dated 9/J/04 WM reported on 1/27/0S (3 Yl morrtbs late) 
• 	 Complaint II 6;)1445 dated 12/13103 was reported on 4(3{()4 {3+ R\Ol'ltb\ole.t~} 
• 	 ComplaJnt 11648812 dated 10/21104 wQreported on 1/14/05 (2 months iate) 
• 	 Complaint fl. 648804 dated 10121104 was tq)OrtCd on J/14/05 (lmoruhs late) 
• Cnmpiaint # 631S4i da\ed'&f51()3 was. re:portcdon lOilOIO) (2 rnonthsbne) 
• 	 Complaint;;, 640109 dated 3131()4 waa reported on 4114104 (1.2 days late) 
• 	 Compht.!nt #64J509dw:d 4/13/04 was reponed on 5/ltJ/04.(5 days late) 

OSSERVAT10N 6 

Complaints~ evttr.t~ thf.t are MDR t~weie not promptly nwiewed. cvalu.tcd • .00 investigated by a  
dfiipated individual,  

~y. it;, unc\eu who B making final MDl\ detmninat'll3nS. 

• 	 The Post Market Coolpffanee SpeCialin wbo n:Mtws ~&r the Oncology product lint" within the 
!!""""""'""group !Or M"'"'al Device Roportabilil)', said tho Maruogor llrr Post Mark..CompUan"' fur 
~ revie\'IIS all of the complaints that are determined to be reportable, but net the oacs that n not 
...,.,.,abl~ 

• 	 Tho SeniM Post Market Compliance Specialist wbo reviews eornplainls fur Bndosurgery products taid that 
reprdleu ofwbcthertbe complaints a~ oc oot. they are.~ oo ro the ~er fOf Pm1 Muket 
Compliauce for Bndosurgery and to a physician fi)r the ultimate decision. 

• 	 The ~ b Post~~1iaru:;c b ~ said *•eview! e-very Rpnmible cot11plaint for 
Endosurgery, but not oomploinu that am det~ not to be MDR reportable. 

• 	 'II'»Mal\Jger for Post Market Cotnpliam» focE~ also said ail Eatefy7( complaints go to the Auooiate 
Medical Oirootor, Endoscopy Division. Endowrgery Clinical Af&irs unleiU it is dearly not • cUn.icaJ isme. Th.ia 
~cw by the. MD itJ not documotrted. 
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OBSERVATION 1 

Complaint handling pmeedutes have nut been established w ensure that all~are~ in a ~fonn aod timely-
A- '1'hore are inGOnsistefll timet frotn the dale the complaint was phonod in to the date it waa esrtercd into the computer 

system. TheCo~SOPforCompbin\Handlins S84t{}Sl..00rev. AJ, !ltattstbel .. AU..m~sball 
forward .my BSC Pmdu41 Concern to a Complaint CaR Center wifbia ?2 •oan or lett ofJ)e(.:oming Awan: oftho 
~on.cern". 

651507 phOJled. in on 1/9104, was enlCI'ed on 12129104 (11 v~ tll<:lfrtbs tat«)  
65-5188 phoned in on l/21/05, \1171Jemeredon 112910S (9- M: weeks later)  
055187 phmed in on l/21/05, wuentered 0Jl3129105 (~ 'h weeks fat«)  
6S4l22: phonedlo on 1121105, wq: entered on 3/8/0S (6 ~ woeks later)  
6SSJSO phoned in on 1113105. w:u entered on4111Yl5 (6% weeks later)  
653673 phoned in on 1121105. wumkTedOI\2123105 (4 ;sweekslater)  
656542 phot!.td in on 313\fQS., Wll$en\tted an 41l11US (4 ~lata-)  
656902 ~ in oo 4JZ7/0S, was entered on 516105 (2+ weeks. later)  
6514'n pboned in on 5/3A)5, wu entered: on 5/l&ros (2+ wc:ck.!J !Uet)  
657473 pOODed ln on S/3/05, was entered on :S/18/0S (2+ wccb latM"j  
656899 phoned in on 4121105, was: emered on S16JU5 (2.+ wetb lat«)  
656901 phoned In on 41211'05, was: crneredon S!&'O.S (l weeks later)  
657183 phoned in on 5!2105, WQ eJJtemJ. oo S/12105 (10 ~ later}  
6!>382:4 phoned in on2J17/05, was~ on 2/26K!S {9days later)  
660560 phoned in on 7115105, was eatu't4 on 7124105 (9 days latM)  
655971 phoned in on 4n/OS, waseat«td on-4/IS/OS {8 days lat«)  
6$3670 phaM.d ln>OD 2115/(}5-, was cntl:fedoo 2Jll/OS ("a day~ tales)  
656714 phoned in. on 412SI05, was entered. on 514105 (1 week later)  
653671 phoned in on 1116/0S, was. entcml on 2l2liOS (1 week later)  
655837 phoned in oo 4n!OS, was entered on 4113105 (6 days lalet)  
658261 phoned in on6/2105, was entered on 617105 ($days later)  
654048 phoned in on 3/l/05, wuc01¢i-ed on 113/0S (4 days later)  

ll. The: Dale Reported (the date a BSC employee learned ofa complaint) hu been tl.sttd i~ly: 

655653 bas both a dale reponed apd a phoned in date of4f8105, however • ~ in tho complaint stites lhal tbe 
firuiingl wtre reported tD BSC on 31)Q/(l5. 

65367t lwJ a phoned iQ.Qate of2116106, hot:!tewt a date repon:edofU2l/0!1. 
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• 	 Tho Post Marbt CQtnplianoo Specialist fortbe Onoology product line SJid the Principal Post Market 
Compliance Spociaiist audits tbe closed eomplaiot1 by the close out date and that they may or may 11ot still be 
undi::r investigation. 

The Post Markd Compliance Speciltl ist for the Oncolo&Y produellinc also Hid she has a manual process fur• 
fullowif\8 up ort complaillU: she keeps a fold« with copies of email masages resN'difig questions that am still 
pending ()fl compbint&. Sbc said P dom. aot look: at Ule Im<Cl!tigati.tm Clotod Date and does oot know who 
enten that dale. 

• 	 We observed numeroliS ~ litdng ~ClosedDales which were prior to tbc PiMt Market 
CompliatU SpecialisiS ~an mformation leganling their invcstlption. 

• 	 The Post Marker: Compliance Group at tbe Complaint Management Cemcr (CMC) iJ responsible fortbeMDR 
dete:nmottion, aeoording to the: Corporate SOP fur M'DR Reportitla. The ck:lst out oftbis investigation It oot 
always documented in the oon:unents on tbo c:c.unpUim' ~td (.()t'Qplajrrt fotm 

"'DATES OF INSPECTION:  
01/27n<l<JS{W.d), 0712&12005(Thu), 01/291200S{J'n). OOI!l2/200S(l\lo), <JIIlMOOSfNol). ,.,_(Tho), 0&12<12005fNal).  
O&n.512005(1'b:u), 08!26t2005(Fn)  

FDA EMPLOYEES' NAMES, TITLES, AND SIGNATUREll: 

~P#"-'"" -~/
~B . 	

11"'. _J.I  	 _..,., 11J 
, • :if . , ,·o 

SEE REVERSE 
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