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This docwneet liste obagrvations made by i FDA reprostatativetsy dunny the inspection of your fisility. Thiey #r¢ inspactionsd
dbservations, and do ot represent » fimal Agency determinstion regsrding your compliance. 1§ you havs s objection regarding ar
obsepvation, or bave implonrented, of plan 1o ieplesment, cotrective sclion in regponse io s oimervation, you mey discies the objection or
action with the FIDA rupresentativels) doving the inspection of submit this inforation (o FDA a2 the address sisove. 1f you have a0y
fqusstions, plonse comacs FDA o the plions ot mod nddress sbove:.

The observations moied in this Form FDA-483 are not an exhoustive listing of oljectionable conditivns. Under the ke, your
Jirm is responsible for conchucting imernal selfsaudits T identily and correct any and i vinkutions of the guality xystewm

TEFUITEMORITS.

DURBES AN INSPECTION OF YOUR FIRW WE GESERVED:

QOBSERVATION 1

Mamgement with swecutive respommbility has a0t ensured that an adecrurie and eifective guality syszmmbm fully
implemented gt matutained at sl sveis of the orpanization,

Specifically,
»  Data trended monthly by Corporate for quarierly nspagement ceview msetings does not iachude alf quality isseey.

For example, complainty are rended moniliy by rate snd leapth of fime open. The Iate subrssions of Medica!
Pevice Reports (MDR2) in not included in the trending.

‘The Manager of Corpornte Quality Systemy Complarce smd Corporare trends metrics snd timelinass. Flo said the

10nd

detaila of the Product Inquiry Reports (PIRs) ane tracked by the sites,

s Prior 1o Jane 2005, yrends wore nor veluived 1 be reported by product family. Now, although they must be reponted,
if ths site did not exceed their prav.set goal for overall complging rate for the month, the dats will be reported in green
thiher thar red, 5o the revitoers may not realize dwee is a tremd listed

+ The procedures for trending state onky that trending pmst be done, bt do not expinin specifically what and how o
wend dats &2 it various BSC sites

For example, review of the datx trecied by the Wayne, NJ facility revenlod discrepancies betwemn shisic dots and the
commenns inclnded on the complaint forma {which are revieswvad at the Marlboro, MA faciliey).
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OBSERVATION 2

Enmployees who manage perform, and assess work ailecting guality have not been provided the independence and sumthority
to sccomphizh their work,

CBSERVATION 3

A comeation or removal, condacted 1o redics a tisk to bealth posed by 5 device, was oot reported i writiag 1o FDA, .
A, PIR# SIC2005-01-01 initiaeed 12/3/2004:

'!‘heﬁrmsmmtiafthc?osmmwionMo&k@am»mofﬁwm:ym{m&m3vnﬁ,&ﬁms}wu
sot réporied 1o FDA. The device is used oa prtients secriving ablation for sshythanias. The PAM does ot maer JEC
06011 Gerarral Requirements for Satiy of Medical Blectricsl Equipment. During overbeating testing, it was
giscovered that the 20V secondary of the PAM transformer filled short shrcult testing, implying the posibility of & Sirs
hazard. The Clinical Assessmont for Severity is listed as Critical. The Field Action recommended 15 to conduct & recall,
The recall ig vlussified by Bosion Sciewsific ss Clase (I This was approved by the FAC Chairpeeson on 1/24/2005. The
equipment bas been distribated to hoth U8 and QUS consignees.

B, PIR # SIC-2005-03.03 infiiated 2/3/2005;

The firm's racall of the Signal Acquisition Module (SAM3) as part of the RPM systen fincluding all UPNs stasting with
MOO4308300), was ek repented 10 FDA. The device is used on patisnts recetving ablation for svhythwiss. The SAMS
does not meet [EC 60601-1 Gereral Reguirements for Safrty of Medica! Eleciricat Equipmerd. During overheating
testirg, it was discovered that the secondiry of the SAMS trasssfirmer fxiled short sireuit testing, implying the possibifity
of & fire hazerd. The Clinical Assesement for Severity is listed ss Critical. The Field Action recommended i3 to contt
& reeall. The recall is clsssified by Bomon Scienzific as Class HL This was spproved by the FAT Chairperson on
31472005, The equiproent hus been disiributed to both US and OUS consignoes.

Acconling o the Director of Cosporate Guality Systems soé Compliance. alt Product Inquiry Reparts (PIRs} s signed by
the Sentor Vice President of Globa! Cuality Assurance, whe i also the Fieid Action Committee (FAC) Chuirpeeson, who is
fovated bere at BEC Katick.
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OBSERVATION 4

An MDR report was neg submitted within 30 days of receiving or othorwise becoming aware of information thet ressonably
suggests thut 8 marketed device may have cavsed or contributed o 3 death or serious iduey,

Specifically, Meadical Deviss Reports (MIDRs) were wither not submitied or were submitted late in the following instances:

A. For Ertervx Progednrs Kits:
®  AnMDR bes sot been submitted for complaint # 655872 dated 4/13/05 invelving: patient had syaphagia
with & subsequent dilgtation.
»  An MDR has ot boen submiited for complaint # 655874 dated 4/13/05 involving: patient with dysplegia
and weight logs resulting in an EGID for which results have not been réported.
»  Complaint # 650765 dated 12/8/04 was reported on 1717705 (10 days late)
= Complaint # 657183 daied 57005 was reporied on 55705 (2 days late)

B For Yaxcel Pons:
»  Complaint # $50535 dated 3717504 veas teportedd on 4720/04 (4 days jate)
e Complaint # 645726 dared 3/23704 was reported on 4/23/04 (1 day late)

OBSERVATION 8

An MDE report was not submigted within 30 days of receiving or otherwise becomdng sware of information that ressonably
supgests thet = marketed device has smglfunctioned sud would be fikely o cause or contribute to a death or serious injury iF
the matfunction were w recur,

Specifically, Medical Device Reports (MDRS) wen either pot submitted or were submitied late in the Pollowing instances:

A, For Vascel Dizlysis Cathtyers:
v MDRSs have not been submitted for complaint # 547741 dated %1604 involving: Bve units with cuff
separatios xud the catheter slipping gt
* Ao MIYR has sot been subrmittesd for complaint # 642926 dared 1104 mvolving: 8 patisnt's catheter
which fell gt at home.
Complaint # 655187 dured 1/21705 was reported on 454/05 {5 weeks late}
Complain # 655188 dated 1/21/05 was reported on 447103 {6 warks late}
Complaint # 653673 dated 1/21705 was reported on 3725503 {8 14 weeks lute)
Complaint # 651774 dated 1/5/05 was reported an 3/4/05 {4 wocks late)
Coragilaing # 655350 dated 211305 was reponted on U80S (3+ werks late)
Compiaint # 653670 dased 271505 was reported on J23/05 (R duye lic)
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i +  Complam # 653671 dated 2716/05 was reportad on 3/253405 {§ sreek late)

B. For Vaxeel Poris:

+  An MDR has not boen submitted for complaint # 847625 daied 9/22/04 involving: Post placement conld
wart flush or draw; the port was removed and replaced the same day.
Complaint # 6355141 dated 220/04 was reporied on 127177048 {9 months late) q
Complaint # 639513 dated 2/20/04 was reported on 12/17/04 {9 momths late)
Complain # 639514 dated 2/20/04 was reported oa 12/17/04 (9 months late)
Compigint # 656751 dared 11/24/0% was reported on 4/23/04 (4 months iaie)
Complaint # 646524 dated 9/3/04 wes reported on 172748 (3 V2 months late)
Complaint # 637445 dated 12/18/03 was reported on 478404 {3+ moatlw ine)
Complaint # 648512 dazed 10/21/04 was reported on 1714705 {2 months iate)
Complaint # 648804 dated 10/21/04 was reporied on 1/34/05 (2 months late)
Complwat # 631548 dated R7443 was reported on 10730/03 (2 months Iate)
Compiuint # 640109 dated 3/3/04 wes reported on #/14/04 {12 duys late)
Complaine & 641509 dated 4/13/04 was repofted on 571804 (S days late)
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OBSERVATION §

Complaines represeating events thet are MDR reposisble were not prompity reviewed, evaluated, and investigated by &
designated individual,

Specically, i s unclesr whe is making final MDR determinations.

| ThePost Mariot Compiisnce Speciatint who reviews commplaints for the Orcology product line within the |

Eadosurgery group for Medical Device Reponebility, said the Mansger for Post Market Compliance for
Endosurgery reviews gl of (e complaings that are detecnained 10 be reportable, but not the oaes that are pot
cepostibie,

+  The Semor Post Marker Compliance Specialist who reviews complsinis for Endosurgery prodiuces said that
regardless of whether the complaints s reportable oc acg, they are passed on 1o the Mamager for Post Mtk
Compliance for Endosurgery ol to 2 physician for the ultimate decision,

s  The Mansger for Post Masket Compliance for Bndosuraery siid she reviews overy reparteble complaint for
Endosurgery, but not oomplaints that ars determined not 1o be MIDR reportable.

*  The Manager for Post Marker Compliance for Endomirgecy aiso said sil Eateryx complaints g0 10 the Associste
Medical Director, Endoscopy Division, Endosurgery Clinical Affaivs unless it i clearly not a clinical isgue. This
review by the MDD is not docamested.
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OBSERVATION 7

Complaint handiing procedures have not been estabiished to ennure that all complaints are processed in & aniform and tigely
manney.

Specifically,

A. There are inconsistent times from the date the complaint was phoned in to the date 2 was entered inio the eompter
syster. The Corporate SOP for Complaing Handiing 584105206 rov. AJ, states thet “ALL, emiployees shall
forward any BSC Product €ancem 10 & Complaint Call Center wittidns 72 hours or lews of Becoming Aware of the
coneen”.

651507 phoned o on 1/9704, was eattved on 12/20/04 {11 % months lates
655188 phoned i on 1/21/05, was emtersd on 3/229/08 (3 35 wesks huler)
655187 phoned in on 1/21/05, was entersd on 3/29/05 {9 % weeks later)
£54222 phoned in on 1221/05, was entered on 3/8R08 (& % weeks later)
§55350 phoned in on 2713/05, was entered on 4/105 {5 3% wekks later)
653573 phoned in on 1721705, was eoterad on 2723/05 (8 Y2 wecks later)
656542 choned in on 3731405, wag endered on #7305 (4 weeks ina)
856902 phonad in on 4727705, was ehitered on 505 (21 weeks later)
657472 phomsd in an 5/3/03, wag eotered on /185 (24 wooks iste)
O5F4TE phoned in on 5/3/0%, was entered on 18485 {2+ wecks latar}
655809 phaned in on 4/21/08, was satered on 5/6/05 {2+ weeks later)
636001 phoned in on 4721708, was entared on 5/640% {1 weeks later}
657183 phoned in on $/2/05, was enterad on 5/12/08 {10 days later)

680450 phoned in on Y1305, was entersd on TW0S (S days later)
6585971 phoned in on 377/05, was emered on 4715/05 (8 days jaten
53470 phoned Inon 2715403, was entered on H23/05 (B days taws)
G867 phoned in on 4728435, was sntered oft SA4035 {1 week later)
653671 phoned in on 2716435, was entered on 272304 {1 wesk Jater}
655837 phoned in on 477705, was entered on 471 1415 (6 days later)
658261 phoned in on 6/2/05, was enterert on SF7/0S {5 days later)
654048 phoned in on /1705, was estesod on 33/08 (4 duys later)

B, The Dare Reported (the date 2 BRC employee learned of a complaint) has been fiated incorrectly:
655553 has both & ez reponted and 2 phooed in date of 478705, however 3 comument in the compiaint states that the
findings wrese reponted to BSC on 3/30/08.
653671 bas g phoned in date of 2/16/06, however a date reporred of 2/23/05,

C. There sre inconsistencies in tracking open vs closed somplaints, and teacking whetter or not any informaton s uil)

533824 phoned i o 2717/05, was entsced on 2/26/05 (9 days later)
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outstanding

s The Post Market Compliance $pecialist for the Oncology product Hine said the Principal Post Market
Compliance Speciatist audits the ciosed complaiats by the close out date and that they nigy or may not stilf be
under investigation.

»  The Post Markst Complisnce Specialist for the Oacology product line alse said she has & manupl process for
following up on complaiats: she keeps a folder with copies of emnil messages regarding questions that sre siil}
pending on complatnts. She said she doea not kook at the Investigation Closod Date and doss nor know who
eniers that deie.

*  We observed munerous conplaints listing Investigation Closed Dates which were prior 1 the Post Market
Compliance Specialing recolving all information segarding their investigation.

»  The Post Market Compliance Group at the Comphaint Management Cemer (CMC) is responsible for the MDR
determination, according to the Carporate SOP for MDR Reporting. The clost out of this investigation is sot
always gocumented in the comments on the compuisy generated compiaint form

A

* BATES OF INSPECTION:

73 2005 Wed), 0772872005 Tias}, GT2972005(F ), §8/02/2005(Twe), SR/0372005(Wed), B80472008{Thu), 082472005 Wah,
OB/2 /2005 Thas}, DR/26/20053(Fri)
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