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LAD:06 RISK ANALYSIS

“ Electrocution J Blectie  [AC Adaptor Ingress of water Short primary to secondary 3 B 2 26 TAG Adaptor certifiod to UL2601 Laba! states indoor use onty 3 1 Z 10 i TAG Rdaptor data sheet & test repast i
| Shock '
w Eiactrocuton | Electne |AC Adapter [Case breaks Exposad five parts. 5 2 2 26 |
Stock
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3l i
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| Shock i
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!
Casing Case breaks Exposed v parts. 5 2 2 20 i
ngress of water [Conduchon of high vatage o outside the case 5 1 4 20 :
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Tngress of foceig metal objects Condachon of high voftaga (6 OUtaIde the caso 5 7 8 i) N 1
TV Assambly  |User opsns devica duing use ser exposed 10 HV g B g Safery ioriocks praveri [aser from finng & charging f unv opersd _{nterocks also dischargs |5 51 7 z v KD User Manual Conteos & AV Grout |
Y _User many: amst gpenmg unk during use dlagrams
TV Ascembly  |FIV cablo broaks lgoss and touchos Keyswiich Exposed e parts 3 o1 4 12 —
Shock N 1
Eiectrooution / Electne  {LAD Unit E50 Trom unit 1a peison when replacing Battery Pack Shook 1o user 2 7 4 g = |
Shock -
Bloctromation 1 Electric  [Triager Assombly |Insulalioh fallure - creepage distance raduced High votiage aro 2 0 T g 1
Shock
7a  |Excesswe ablanor Gontiol Assembly |Analogue refarenco 1s high autgut High voliage on charge capactiars foadmg fo high energy |3 z 7 23 The analogue i aice s 100% 1e3ied dunng the Shigided Control Assambly 1691 |3 i % ) \ Shielded conliol assembly test pracedine 1
ablalion Procedure_The anaoay 1 has an MTBF of 7 years datashest §
75 [Exsossve ablaton [Contrel Amsembly |Corrupt data i fho EEPROM Voltage {calfbralion] Setmg /s overwniien cavsing higher 13 7 g ) ]
Quiput i
75 |Excosswa ablation (7 Assembly [Over charging on capastior Increased enargy ouipul Z 3 0 e Tha HV Assy has & monKonNg crou far the capachor banks which 19 tested durmg e HV 7 i o g v TV assy test procedurs and schemates |
Assembly Tost Proceduse Each capactor bank is independently mandored Tho charging circutt is Software V &V
Gosianed to batanoe the banks dunng charging and there a8 protectve dvioss agamst |
Each HY assy tesled dunng preduction
77 1Ex Tzhon [R101,7104 opsn v capathiors T i
78 {Excessive 5 15 outpit e ‘capagtor i
79 |6 1 ESD { EMI from external source fo unil Increased enerqy oulput ERI/EHC losied By ENC. 10 1EG 60112, B T 0 B Y ENC Tesi i \
80 [Excesswa ablafion LAD Undt LAD does not measure e levet of eadiabon after gvery shot ablabon §
81 |Excessive ablation Tasei BLsns | Beam profie unovan (variable snargy density Teads to Cold/iot {tnconsistent ablation 1
spots within the ablated area)
82 [Excosswa ablaton Laser & Lens  {non op hat beain profie [Fagh energy demsy m tho centie of the Feaiment area |2 5 n ) o Gipped 1o pravent gavssan profile Galibration procaduss requries teating of energy at amm 12 i 3 g \ [Cafibration procedure CO-00018
and 1
53— [Excasswe Abiabon Software Cormupt code , Proaram conlindes to run nerqrs VoNage lgvel ncore! E3 Verdy codo when loaded Into FIOM, {Intornal watchdog, extarnal walchdop) T i
84 |Excazsve Ablation Software Data gutside = er 24 Software rangs check, Softwaio V&V S EETET] 1
85 |Excesawve Ablation Software [A 1o D conversion gorrapied by nosso nerqise Vohags level meorre 36 Mulugle analoque reads and average ST X@0001-02 u
88 {Ex: won Software A 16 D) converslon sealing arors 1gise Vohtage 25 [Sohware VEV___. SVP X0000102
87 |Excessiva Ablation Sottware Goda/Dala ransler to firam E2PTom nergise Vohage 36 Stora and comparo_Sofiwase VAV, VP X0000t 62 |
88 [Eye ity Labels & Incorst of Imeompieta labels & user Gocumentauon causes _|Laser finng inid the eye £ User manual includes step by step hions. out P o User LAD Usor Manual 1
Documentaton  |mcosrect operation manual also includes vanous warmings fegarding finng mio the eye Design mcludes contact i
activiation mechanism & shy i
56 |Eye ey LAD Und Tip ot Tally sealed aganel The Skin duning facial procodures  {caser fiing imo (o eye & g 7 Design melides contact actvabon mechansm Ussr manial Instruchons slato fo prass fiunly agnattd 7 n 2 v Caear & contiol awsy drawigs LAD User |
{wittun the NOHD} the skin when linag the laser Addiional wazning for use around the eyes Used by traned Manval t
: el
5. yowry CAD Unit Aoowenial fiing of faser due (o companent faifure Lasar fing i he eye g g 2 Contact acation mechanism LAD designod 1o contorm with IEC 60825-1 Dasign prevents 3 51 = T2 v (ECE0825-1 chwockist (LG 601 16 6012 ;
advertant fring incluting stulter tp interiock swiich 5 second timeout and user manual 22 tast raport, EMG Test Report Laser &
nstructions. LAD also tested to {EC 6031 604 2 22 & IEC 601-1-2 conrot assy drawmgs -
51 |Eye mry TAB Ut Roordental actwahon of butions dua 1o ther locaton (o g when [Uncontrofled laser finng 0 2 3 32 Contact acivation Safoty ima out. Sequence of events fequired reaucas accidontal fring 0 07 O vE i Gso’ manual Laser & contiol 3587 |
picked up) drawings.
52 |Eye iy LAD Gt Uncontrolied 4p sjection Tig epociod mia tha eye 3 g 3 g ot manual matrucions for drsposing of Bp_ Sprng Used i tasar and lons assy seiooted 10 3 i 5 5 v Uscr manual Laser & lens assy and 1
minluss sjection torce drawings ’
53 |Eye muy (A Gnt et madveriantly piaced | The beam path whisttaser 16 [Rerectod o scalzred radiabion fired il tha £y2 3 g 7 36 Cantact activaiion mechansm LAD 8asigned (o conform with IEG 808251 User manual wains 13 3 n 7] i TAD User ManGal Laser & control assy | |
5 against placing objects n the beam path Oy used by lrained heattheasa workers drawings IECE0825 1 cheoklist. 1
5a [Eye oy LA Und Inadvenient axposuro of people 1o Taser due Lo lack of romota _{URconkolled laser area g B 7 2] Temota iterlock not requirod for @ portabla device Comack actvation and finng sequence preverisfs 61 0 7% 7 LAD User Manual Firished LAD drawings {
terton unintendsd radiation Enclosed beampath and Laset & contral assy drawings i
5 |Eya iy UAD Ut [Witiors o magniticaon device Used (o obsarve beam Rofocted or Scanered radiabon fied mio 116 oye 5 z 4 £ Gomact scvaton mechanem LAD designad (o conform with 1EC 60826-1 User manual wains (3 7 % 73 v TAD User Manusl Lasa & control assy 4
aganst usé of murors and magmifcation devioss Only used by Uamed heathcare workers Grawings 1EC60825-1 checkiist I
56 [Er0 wpury. (AD Und [ kgt feom Rashiube not fully enciosed GV damage o he eye. B 5 ig .
97 Eys injury LAD Unt Undt feft unattended with keys and used by Jnit usad Y y fsed o the eys |3 1 4 1?7 .
et :
58 {Eveimy LAD Unt Lases boam nof fuly Iaser fight Vasar fmng it ihe ey 3 1 4 2 X
66 |Eye iy LAD Unt loadod parts break Parts erected ino the oyo B s 3 5 - 1
100 |Eya oy (AT Une. holds shuttef open [Gninientional laser discharge 3 T 1 3 |
o1 [Eye njry Caser&Lens  [Ej6ct plate jams mta the on posiion Shtter fats m the open postion uncanvioied lases 4 2 4 Safoty tma-out Ui il ROt re-snergizs i shutiar iterlock swich 15 held o g 61 ¥ [0 \ aser & control assy drawings 1
Dy APOSHIS H
62 [Eye wury Software Corrupt 553 Frogram conlinwes 1 (un n aato fro tmode  |Energises and fires laser unconteolled 3 2 < Vordy code when Taadad mio ROM intémal watchdog external walchdog 2 tevels of hardware 14 ER] 3 Iy 7 !
protection (shutter & fip flop} Softwars VAV |
65 {Eye my Sofwaie Wrsreads Tip engaged switch ports Epersos and fies laser 2 Miftpie reads 2 Lovels of hardware protection_Software VAV B o1 o 1% i VP 00001 03 S
104 & iiory. oftware [Mistougs tngger button switch port Enetgsses and firos laser 2 Mitiple reads 2 Levels of hardwate protoction Software VY. 7 (X) 4 15 v SVP X00001-02 iy
55" Teve sey " s enalarsal Uanamns laser hight @ misahaned (sven affuse) __{Statiored laser hght emitted 1 —]
166 Y0 \njurY. rigner Assombly _{Opte-isolator fails. Polential once only jaser fire ] 12 -
07 |Eye myry mggor Assembly |Low voitaga zener giode open cireurt Excosswe voltage will cause e opto jsolator to fal ¥ 12 ?
resutting n & non-controlied laser fise .
T Ene T omoke A Adaplor Wirong AC Adaptor used [Overhealing of the AC adaptor 3 3 g 36 AT adapior Contiecior selecied has a umaue dasign that Wil resuict tha se of ather pawer g i g i3 9 RC Adaplor drawing LAD User Manwal !
|supplies Warning 1n User Manual to use only the Power Supply provided yath the LAD Unit H
105 |Fae/Smoke [AC Adaplor Mains cable damaged Tnoreased (31S1ance ascing and ovarmeaung 3 3 r 22 ‘Cablas seiacted sufficient (o withstand normal operating condiions  Warning 10 not use a 3 £ 4 2 Y User Manual o
damaged catie
o 0 AS L [AC adaptor ot fauf Shod cvout 34 [AC Adaptor coriied 5 10 1ECE01 1 El 01 4 iz v [AC Adaptor data sheet |
T @ [AG Adapt Wate ingress causes shorbng. Decreased tesistance and arcing AC Adaplot s certied to IECE01 1 Label stales idoor use only. 3 1 0 () Y [AC Adaptor data sheet
[Tz o AG Adagtor AC of coversed Shost cucut 1
3 @ AG Adaptor Mains sprko Component falure causes areng or short dreuil 1
4 @ [AC Adaptor [Cord between wand and charger damaged Shorting of 9V supply produces arc producing smoks o 1 e
e —ey
115 _[Fire / Smoke AT Adapior Damage! dobis in AG Adaptor seckel lnoreasad resisu d arcing 3 T A g H
15 e/ Smoka [Battery Pack Eloctronic component overheating Baery pack ovarheats possibly catching fre 3 0 4 [0 cloctnical compononts and cables ar rated to handie normal operating condmons without undue [3 i [z G \ [Component & Case Matenal Data Sheats
heating of fatlure Case materiat PG/ABS * Gyololoy” s rated as fira-retardant according to UL94 atery Pack tost procedure Softwars
(24v0/84-5VB) LAD also has overcurrent protsction in Batiery Pack and DG input crcutt £ach VeV,
battery pack indwidually tested
L Fiea 7 Smoke Battery Pack Gverchasging batery pack Overhaating feading lo smokeffira 3 5 Bl Batery pack hardware & software ovedemperature and Gvercurfent protection Softwase g 1 B 6 \3 Battery Pack drawing & test procedure
|overvoltage protsction Battery Packe 100% tested Softwara VRV
118 |Fie ] Smoke Battery Pack [Somponents rubbing thiough insulation Shont crout results 1n pvarheating and fire 3 g 0 36 Baltenos wiapped tn heatshrink Gase maloria} PC/AGS - Cyololoy’ 18 ated s fire-fetardant g 1 4 12 v Component & Case Matoria) Oata Sheets
according 1o LS4 (94V0/94-5VB) LAD also has overcurient protection in Battery Paox and OC Bartery Pack drawing and test procedure
input circut, Each battery pask tasted during producton Inspection point on the drawing to prevent
sharp soldordags shorting throught the battenes:
N7 [Era] Smoke attory Pack fiatiory Pack ponnected baskward Gvernealing of ha battery and enculry 5 2 23 24 [Battery connectors polanzed Can niot be connected backwards. 3 ot 4 12 ¥ Battery Fack diawing,
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[AA# [Polantsl Hezerd i B eatlure Mode ect of Failure Severly  JProbabiity| Getactabiii{Preurninor J0#3crintion of Risk Mifigation Ryvised [Hevisad
. B ssaembly - - ) ; ) . y Ran - -
P e R T N . N . o .
3 [Adverse skin feacton - |LAD U Reaction a ablalion 16 16 B367 ablation [Skar, réaciion (Hyperpgmentetion of Hypopigmentabon) 13 r 3 £ asring i uset pranodl g 3
; Adverse sion teaction - |LAD Unit | Ablalion on existing skin condition Iintaton of existmg skin condition 3 2 ¢ 24 User Manaal specdios. i Use by Health g i
5 | Adverse skin teackion - |LAD Unt User presses 100 hard wih wand [Brinsing (o patent 2 7 3 2 .
Ady - Feachion at ablaton stie 1o Skin teachion (Gweling reansss, fiching mid paim) 7 7 i g
[shiort term
5 Adverse skm reaction - JLAD Unit [ Tip contaminaled durng manufaciuce and handing Skin reacton (Sweling redness iching maid painy 3 5 n 36 & mouider to minimise human handiing during (3 1 g 12 v Assmebly pvou:durss Ughtmad Audit
short term issembly Tip puckamm and COMNM( protects product dunng handly nd Shipping report August
3 Adverse sk teacton - JLAD Uni, [Reaction ai ablakon She 1o Taser abaton Sk 1eacuon {Sweilng 1edness, ACTING TAd pam} Z 3 g &5 Waming i user manus( % 4 g 32 Y Usar Manual
shon teym
7 Adverse skin teacton - JLAD Unit [Reaction of wser 16 case malonas Skin reaction (Swelkng, 160ness, Ghing, Mg painy Z 2 3 & TFe case malerial selected for (h LAD 15 & FC/ABS “Cycloloy & a generdl puipose malend veed 12 [ a g ¥ Eyeioloy matertal spec shoet
short serm in vanious consumer products
i Adverse shim reachon - {1 Fough edge of 5p s 80d abeasions g 9 g 36 T4 molded with 6mooth surface No SHarp edgos. 3 X 7 2 3 Tip desin drawings
[short term_
5 iAdvorso skin teacuon - 11ip [Reaciion 10 up maienats [Skin reaction (Swallmg, redness, frahing Mg pain} H g g 24 Tups made from Brocompatibic matenal (15010933 tested) Z 1 1 g 9 15510045 text reporis
short term
0 [Adverse skm Teaciion | |LAD Una MGtipte fiing on tha Same Spot i1 & shart penad of fime Scamng & T 3 B
5 SonRector [Case averheats 5 £l a 1
[Overicad of the AT Adaglor tavsing menal heat lesding @ |Case overheats 3 0 n 12
1t foshire
18 ke [35° | Batlery connecters polarzed Can not be connected backwards 3 CX) 4 12 Y Batiery Pack drowing
{Battery pack ovetheats 12
lsumy pack overhests 13
> scens in batiery ieading o thermal burn, gl
ans' rhe ]
(Case overheals e
[Case overhests 14
207 [Bun LAD Und [Uncuntialied battery charging routme cawsing Gatiary FET 10 |Outet casing geis 100 hot 160 fouch S(/hwale eharg\ng Uime moniors The current and VoRAge (o the baRtery 1EC 601 1 corfcalion 13 i “ 2 v Software VAV 1EC 601.1 test 16porl 2nd
ovarhost o sebamxmnunehe component dala sheet,
21 |Deweased thiicacy User ‘Shiton ste with neodie Painful medscal procedure 2 5 f st 7 X n o8 id CAD 06 Tip D
22 Decreased Efficacy JAccessonas. User does not walt 5 minutes for kdocaine 10 take affect [ No of reduced anaesthesia. 2 4 4 !ns\mcwus n uses mum) state that the user must wail & minutes before remaving ihe anaesthetic|2 2 g 6 Y ’uw Wienual
23 " Gacrensed £t Aocessories User misces abiated she wh hng medicaton Faintl 2 2 3 A T a C8 v -0 Tip Diavangs
28" [Decreased Efficacy Conirol Assembly | Analogue reference m fow oupit Tow o1 o vorons o e cwamms Toading 16 fow energy |2 H 4
sblation
55 (Decroased Efwacy [Gontici Assembly |Carupt data in the EEPROM [Vohtage (cakibraiion) setiing is overwiition causing Towar 12 T 4 €
energy oulpu !
26 |Decreased Effcacy HV Assembly  |Mismatched chatge on capac o1 <, 010r ol charged 1a or | Lower enargy daiwered 2 3 < £ [The TV Assy has & momiodng circuft for the capactior Banks winch s tecied durng the Fiv z 1 4 B i [V schemalics, assy drawings and test
chargad beyond spectied capacty) {Assembly Test Procedure Esch capactor bank s ndagendently moattorsd The: ebalgmg vty procedure Software V&Y
sosgned o balmnce the hanks dutng chargag and mera e piotective devices against
Each HV assembiy s tosted
27 Bectensed Ethcacy AV Assembly Shorfed 11t on the tansformer, oot shlation 2 1 f 5 ]
26 jDocreased Efficacy HV Assembly  JOpamps s oulow high [Micropeocysscs undercharges capacitor causmg iow 2 7 4 g
energy ablation
26 " |Decicased Efficary WV Assenily oltage 106 g intd, the Bashivhe { pses flash fube. 2 1 Z] g
26 iDecreased Efficacy Cobeis & Operation instruciions vack clestly it user manJal and labels  [No of feduced sbiation 2 2 g i
18hon
Decreased Efficacy (AD Uit Parvally chaiged oni insufficrent of 0o ablwtion 7 5 g 40 A Self Disable wall be lnggered # he iases Chaige voliags 1A outside & wndaw of 5% of the sot 2 1 g 5 \ H\V Ascy & Shieided coniiol Assy tes1
choige Capacilor vatage contmuousty monftored and a hun spec Tha whole [procedutes Software VAV
measuerment systam is 100% tested durng the HV Assembly Test Procedure and the Shielded
[Contiol s bly Test Procedure
Decreased Efficacy LA Uit [LAD doas not measure the levet of raditon after every shot - |Insufficient of no ablaien 2 4 4 32 [Energy defivered to the lase! modute & monitored And esied durmg the V. Assembly Test 2 t 4 8 Y Ufetest TAE LAD-0678 Uses Manual
falts out of calibration Proceduse and the Shisided Control Astembly Test Procedure Galibration every two years Finishad LAD and HV test procedures
recommended 1n User Manual Lif¢lesting unt operaton and slorage
frsuflicant o 1o ablation Ltetostmg of flsshibe and Cambration User Manoal 2 i B a v User mapual Lietost TAE
g onorgy output lo lEC EDl-i-z 2 i 4 2 i IEML Tast Report #MO30215 A
by waier £ i £l 8 \2 [User Manug)
sblation 16
Lasée & Lons  |Laser rod faiure Ui operates but no tasing {User unawars of damage) 24 [Tho Laser Assembly design ife shali be 30,000 shots 8nd 1s Lic lesiad Laser GRpUt vorficaton 12 i & 5 v Geer Manoal Letest TAE LADG.0651
insyuctions provided 1n user manual
Deoreased Efficacy Laser &lens  [Damiage to locusing iens Unit aperaten {usar unawase of Samage and conlinves 1o |2 5 4 24 Wasning 1n user maniiad 10 verfty GUtpUt Drop 6=t &% part of TEC 8011 Procedurs 107 Sloanng e 12 g 7 15 v Ciser Marual
|Assembty opsrate at lens n the user manual
46 [Decieased Ffficacy Laser & Lons  |Conlamination of Tocusing fens wih dust Unit opstaes {uae? unaware of damags and coninues 1o |2 g g 24 Warning i user manual 1o Very outpul Pracadurs 107 clesrmng Wi tens h The wssr Manua Z £ 7 15 3 [User Manuss
se oparate at
477 [Oecreased Effcacy Laser & Lens  |Gontanination of focusing 1ons with kquid Unft operates (user unaware of damage and coninues 1 |2 T 0 g
operate at wrong output)
42 |Deceased Efficacy Laser &Lens  |Oplics fove causing changs  (0cal length Unit operaies bul laser ot in facus (user unaware of 2 &) 4 24 Optics have buen focked (1o position through desygn and 1 Is impassile 1o move hem wikoul — J2 i 7 g v Lasdr & Lens Assombly Drawing
ity damage) [opening the unt
45 [Decreases Effcacy Caser & Lens |DUST ond forewn materials deposiiing on OPUCS Low energy sbiation 7 g 4 24 Lens 15 batind shuller and fens 13 nevat draslly Expossd 1o oisiis Bloments g 7 7 g v (aSer & Lons Assembly Drawing
£ Decroased Efiicacy Laser & Lens [Flashiube ages Degradanon of lases lash tube 2 2 4 16
sembly
45 |Decreased Eficacy Laser & Lons  |Boam Musahgried (pomted 10 ond aide) Insufficiont of o abiation 2 2 & 1€
Assambly =
@ |Decreasad Efhoacy Lasec & Lons  [Beam profile uneven (vaiable cnaigy density ieads to colgMot ahiaton 2 1 n &
Agsembly [3pots within the sblated araa)
[47 Decreasnd Efficacy Laser & Lens Broken lens cap [Reduces the spot size 2 2 2 6
| Assombly
48 |Decraased Efficacy Laser & Lena  [on top hal beam prafie foads 1o reduced effoctive aroa 7 5 7 23 Beam clipped so prevent gaussian profile Cakbration procedure requnes Tostng of energy 1 mm 13 T g g v Calibretion procedure CP-FOD01E
| Assembly and §m apedures
E Bottwase [ Carrupt eode _ Program tonin, Enargise Vollage [Verdy code when loaded smMnmg} walchdog, extomal walchdod)
eoseased Ef [Sotware Data oulside tange: Energise Vohage level incorrect Software tange chedk, Software V:
Jecreased Efficacy  Sofiwae A 1o D conversion cormupted by nolse nergsse Voilags. Mo tudsamsversae
creased Efficacy [Software A {0 D conveseion emors [Energrse Vohage tevel mcorrect
ased Efficacy [Sohware |Code/Data tanster to Mom E2Peor Energlse Incorrect 2 Sorm-m v::/ — -
Effica Ty Tip revsad Ablated material on Up windew redUCes iaser ansmIssion [Smgle use tip design Tip must be ejecied before LAD can bo 16-6Argzed Sngis Use symbo) on I3
- ’ hp_Vanous wamings inciuded in user manual regarding rew o Tip design draawings User Mamual
Decreated Efficacy T Dty 1p window motuding condensation Insificient o 1o abRDON 8 g 4 J2: Smgls use tp design Procedires for redusing contamknalion durng assembly and handing of e |2 7 4 5 17 Tip design drawings Repont on the g
s essembler
Deceased Efficacy 1 — Tm misaligned when filled Insufficient o no abtation 2 4 k0
Eigetrocution / Electric [AC Adaptor ncomrect AC Adaptor used - charger overioaded damaging [Short pnmary 10 secondary 5 3 4 AC adaptor connector selected has a unique design that will resinct the use of oter power S 1 4 20 Y AC Adaptor desigh drawings LAD User
[ Shook nuamal supphies Warning in User Manuel to use only the Power Supply provided with the LAD Unit Manaal
Electrocution / Eiectic  [AC Adapor nfernal component faully Short primaty 10 sacondary 5 2 4 40 AC Adaptor certfied to UL2501 and tested tor EMC. 5 o1 4 2 Y [AC Adaplor data sheet & test report
|Shook
Etsctrocution / Electric AC Adapior Power surge damages internal compenents: Shorl pmary to secondary & 2 4 40 AC Adaplor certrfied to UL2601 and tested for EMC 5 01 4 2 Y AC Adaptor dala sheet & test repost
Shock
Elcctiocition ] Eloctie  [AG Adaplor Gverioad of the AG Adaplor causing tntermal hiaal leadimg 1o Ehoﬂ prmary o secondary g 7 4 45 [AC Adaptor cerlfied to ULZ60T g i g % Y AC Adaplor data sheet & test report
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82 nfochon focal) TAG Unt Lad contammated by viabia bactena / vius growing on the Up- | Systeric mioolion to m. ‘patient through ablaton sto 5 T T e T
of abated matenal from previous ablal icansterred by the us
783 linfacton oo TAD Unit Sharp 6dges on tha &p of LAD und pinches / culs patient or {Open wound gels ofesied 3 B 8
user
= [Intechon flocal A Uit Lad Contaminated by ablated malenal containing viable bactenialLocal sk infecton ta He uses ] [ i3
vieus
[infacuon focah) Tie [Fip contamnated wih bactenal of Virts dua 10 (8-0s Cocal skin infection through ablaton stte g g [Fip collapses alter use and sie 1D 45015 removed allowing used 1 10 b distinguished T Tl B 13 i Tis domgn drawngs LAD User T
ciocted betore LAD can bo (: ensrgized Single use symhot on tp Various warmings incfudsd 9 ng: er Manual
96 [infection (iooal) i et E faciure and]Lacal sk infaction thicugh 2b% et
» ™y e 6l OF Virus duning manutaciure andiLocal skur infectior iation sito. 3 3 36 npioment handing procedures ot Gp manulsctorer T 3 2 e %
187 [infecton ool T B comaenaiod wii b = o 2 Local skin imiecion o d"m handing i e il ' * y iyl Uahimed Audt
7 e ip contaminated with bacténal of wirys dunng Gustomer ocal skin thiough abtavon sie g 3 35 s = —
Tip cont gt Tip cap WaImmg I uses manusi Tip packaging and contaner protects product Use by traned 13 07 12 v LAD User Manua) Packaging drawings
88 |infecton gocal) Tip ser contammated when disposing Of Used 1p Cocal shan ifacton o the usor g 2 e Jser manual desribes correct drposal lechniquas, ncluding warnings regarding biolagical 3 T 7] v
|nszacds Tip can be disposed of witheut human contact.
89 [infachon (locall i) (Usor Contammatad when disposing of used tp and transfers | Local skin sfection 0 the pabent g £ 24 User manual dascribes correct drsposal techruaues, incluting warnings regarding bioiogical g g & \
1he next pabent hazayds Yip can be draposed of without human contact
180 [infechon Goosl) o Unit charged wil valid Tip, then User ewaps Wil used Tip | Gross-contamimation 6f patients y viabie bacteu / viius |3 7 23 User manua descnbes cofrect disgosal techiniques nolIGIG WATRIngs 15 B30 & i i) (2
19t Tnfection {system ¢ Accessones Tubs of anaesthatc sram used on C of patients by viabl Ivius {5 2 40 TAD To be sold wath ELA-Max which s sndicated for use on cuts and broken skin
) (&las 10 ablated {5 7 ¥
ian) Warmung in User Manual veters back ELA Max tabeting segarding al wasmings assocated wib 2 Y LAD User Manual ELAMax labeling
e application of ELAMAx Waming i user manuaf regarding fefection contrd
82 {infection (systom<d) [LAD Uit tad by Cantaiing vable Toction 10 Brs pabent through ablakon siis from 16 2 46 [Singio use tp deoign Tip mndow prevonts obialed ratstial
s the user b o e ot prevonts ablated matenal from reactung the LAD umt. Waraings S ¥ & v T desn Grawngs LAD User Manal
753 Ninfachion (eystemic) D Unit Lad conammalsd by wiable bacieria J virs growing on he Up- | Systemic infechon o the pauent through ablation sia 5 7
up of biotogical matenal, e g buid-up i buttons user
194 [irfecton (systemicy LAD Unit Lad contaminated by viabla bacteria / virus growng on the up- [Systemic infection to the user 8 T
up of bislogical matenal, e g bulid-up m buttoas,
195 |infection (systemic} LAD Unit Lad by ablated matenal contaning viable bacteria] Sysiemic infection to the uset B 1t
 virug
196 infection (systemic) LAD Unit £ 2d contaminated by viable bactena / sz gmwmg on the up- | Sysiemc mlection 1o the user 5 1
[up of ablated matsal from 5
787 |infection (aysiemic) Tip Tip contammated with baciona) of Vs T Systemc infecton Uvough ablation ste. 5 3 T collapses aier use and sita 1D GIse 13 remayed allowing Ussd Up fo be dstnguish
inguished Tip must bels v
epocted befora LAD can be ra-onergized Singte use symbol ontp Various warmings ctuied 10 i Tip design drawmgs LAD ser Manual
. user manual ceqarding re use
195 fintecton (sysiemic) ) Tip contaminated with hactarial Or s during Customer Sysioms miectian through ablation ste 5 B 40 (Tip Cap Wainings In user manual T packaging and oontauner
N B Cop y " packaging muier protacis product Use by rained |3 67 5 \ CAD Usér Manual Packaging dramngs,
79§ Jintection (systemicy T User contaminaied when disposing of used 5 Systemic miacton (o the user 5 Z 25 Usar manual dosinies coect Gsposal oehnques Tneluding wariogs rogaiding bioogical g
azards, Tip can be disposed of wihout hunen 19 rogaring bieloy ' & Y A User Miaraal
206 [infection (systemic) Tip Teor contaminaiod whea drsposing Of U550 I and (ransfors | Systemic infection through ablation site g 2 25 User maial doscrbs cortedt disposaltechniquss | k\dudq Warnmgs fegardng Biclogial s
to the next pallent bazerds Tip can be disposnd of ™ 93109 kg ! 20 Y LAD User Manual
201 [infecbon {systemic) Tip Uit charged with valid Tip, Then User swaps with used Tip _|Cross-contarmiation of patents by visble bactera / wrus 15 T 26
502 [indecton (systemic) To Tip contammnated wihi baclamal of Vitus dunng manitactice and]Systemic infeclion iough ablation o 5 51 2
ocessing (pre-customer
203 |infechon Systemic T g transfers atound tp LR o7 of paients by viable baclora /weus (3 o1 2
LAD-06 unjt
708 [Miscol: TAD Und temuption  ather devioss Gue o EMI Gifer b8 poa-fenrbonal g ¥ £ 1
205 |Non-functional ) Frusualion{AC Adaptor Wrong AC Adaptor used erratic operavon T g 16
g (o Tunchonal | Frustralon|AG AdSpor [AC adaptor susaeptila 10 roise srvaiic operation T 3 2
. Fon-functonal / Fratraton| A ApIor AC adaplof component fagt Shot it T B 0
308 {NonTunciona / Frustration] AC Adaplor [Wains cabie damaged craaved (eaietance aicny and Gvernsahng i z O -
265 7 Adapi Water ingrass causes sharng Tecroased resianca and arcing ¥ £ 0
210 |Non funchional / Frustralion] AG Adaplor lﬁc Adaptof paianty reversed 1Short cwroutt 1 1 4
&q i7 Adaptat Fians spike Coomponant faira CAUSES arcng of short crcul i [ O
518 [Non Tunclionsl ] Frustrabon| AG Adaptar Gamager Gobs in AG Adaptor sockst Faiture 1o charga bansries T 2 7
213 ¥/ ‘Adagtor [eannocior dmou 16 connect Foor of o comach 7 g g —
£ N7 Rdaptor Pul ot AC Adapior whi batteros are fiat and uni 1s in Goesni snergza 7 g 5
Energge mods
318 [Non funcional | Frustration AG ABaptor Cord betwaen wand and charger damaged AD baRenes unabie 10 fechargs ¥ g 7
216 |Non-funcional  Frusiration|Battery Pack Eately Fack Charge capactty reduction dUs & undewoﬂaga Shortened batiory he and capacty i 5 3
disch /and secommonded i {
317 [Nonfunctonal ] Fasstraion| Batiary Pack Balmy Pack connacted backward No operation i 5 20
318 [Non-femcbona [ s BUS 1215 on the baltery clug Wioraprocassor wil fol facognize tha bartery i g 5] ~—1
21§ {Non ¥ Fack Gpen connecton Gperation with cnarger wil Gause the P1C 1o trip whon |1 3 2
enerqising.
555 {Non-functional; Frustralion Battery Pack Charging & fal baltory Current overioad cabses component faiuia T 6] 72
52 Moo ] Fack G battery pack Gverhmating of batory pack causing fodure 7 g Tz -
525 {Non-fanctonal | Fristakion| Batiery Pack Fhystoal damage (o Battery Pack or cabies durng S7abc operanon T g 2
325 [Non funcuonal / Fack Dnta corupted of messing I batery cnp nder curtent HV energize leads o 1ong energico tme 11 z 0
524 |Non-tuncuanal 7 Pack ata conupted o missing i batery <hip Hanory nol chargsd i A 0
225 |Non functional ] Pack amaged cannecton leadng 1o Wh rosistance of coanection |Lang eRargize ke or may ot reach charge to fie ] 2 g
255 |No-funclianal / Pack Component Faikues Shorted batiery T 7 0
£ R i7 Pack oot Gantad! prascure on Batlory Pack tercinais Sparking and hoat T 3 B8 —
226 [Non-functonel | Frustraion] Battary Pack BaRery Pack shorl Greuts outside of LAD uni Dverhaatig and batiory falurs g 2 g
255 [Non funcbonal | Fack yeical damage o Bafiery Pack o cabtes durlag [Foor or na cantact [ 4 8
Non funcuonal ] Frustialion| Batiery Pack Batiery Pack not nstalid (dont know uril € dosset work) _ |Unit Goasn T um on T B o)
231 |Non Runchonal | Frustration|Batery Pack Wirong Batiary Pack used otratic opacaton 1 1 B SRS
235 [Noh Tunctonal  FrustraboniBatiery Pack Batery loakags o operation T z O
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126" [Fwe 1 Smoke Batiery Pack Betery Pack Short cwcutts outsie of LAD uil TOverhealing and banery fature 5 z n temal F1C i baery Fack bmits urrent 3 CXl g Tz v BTC componen Specrication POwsr
board schemat
76 [Fre T Smoke Batiery Pacx Data conupiad or migsing i batiery chip [Ger cureri HV energiz® leads 1o overheasng FET and {2 8 n
sinoke
122 |Fue [ Emoke Batiery Pack [Date cormuplot of missing i battery ohip [Overcharging batiary may fad 1 smoke of bafiery rupture 13 7 7
T Gatiery Pack,__ | Wreng Banieny Pack iwed e 5 B B
Frre  Smoke [Contief Assembly | Electronic componenit overheaing Overheats and cavses smoke a g 3 24 Al Sietincal somponents and cabies are 18164 1o handia aotmal operaling CoRdiCNS without undue |2 67 0 56 v [Component & Gase Matonal Data Sheals
heating of faiiure Casa matenal PCIABS * Cyclotoy” 1s tated as fire-retardant according fo ULS4 | Conteo! board test procedure
{94V0/94-6VB) Each control assy indvidgly tested
125 [Fae Smoke [Contril Assembly |Anatogue reference 1s figh outpa g voRage on oharge Capeciiors leadng 10 capacior 13 z n b [Each contrel assy indndualy tested 8 01 = iF i Gonirol bowrd 18t procedure 1
raiivre
126 |Fre / Smoke [Control Assembly JAV PWH contzol G106 Shorts WV FET permantally 6n 16805 to component failure and (2 7 n 75
smoke
127 {Fue/ Smoke Convol Assembly_|Batiery PYM Q108 ghorts Excosswe batiery chargs leadig 1o battecy FET fatyre |2 Z 0 6
128 |Fure/Smoke Conteof Assembly |FFC cable short cicut Shon circwit causes excessive current leading 10 2 H 4 16
component faire & g _saioke.
25 |Fae ] Smoke IV Assombly |insulation breakdown 'Shon eucut results m overhealing and fre & g g 36 7 monicing ancad Each FY assy 1esied feg g pradician Sdecton of msutation materials (013 T B g ¥ EWG-M00086 TP-M000M6 Schware
meet valtage rating_ Creepags and ci meet EC 60; vay
[135__[Fue/ Smoxe. Afser [HV FET fadure. Excessive curtont lsading 1 overheatin
131 {Fre / Smoke iV Assen Bafiery charge FET taiute (cessne curent
132 e / Smoke HV Assem) imary { Secondary breakdown on 1101 Causes G107 to nverheat
133 _lFwe [ Smoke WV Assemt [Shorted conniection betwaen pawer end Gapacior Boargs Darnage 1o the Y diving FET.
134" Fue / Smoke HV Assert crmatohod chuge un Capaciiors eapactor hot chasged 1o o1 |Blows capacrior
chasaed beyond
135 {Fie  Smoke IV Ascamt e e e ockuT o g PO Y drawn from the ac daptol B
136 ‘we { Smoke HV Assemt Pcﬂeoﬂdcalwﬂre 2
137 Ifue [ Smoke 1V Assembly _JUn erroneously discharges capacitors Suring charge tyols ___|Shart cucud on HV chaige GrEuly 2
136 {Fue/ Smoke Y Assernt 10107 shorts Petmaneatly o causing fite smoke
130 [Fue [ Smoke KV 108 G147 Permansntly on causinp fire Smoke
140 {Fire { Smoke HY Asseat £700 & DIOT shrd [Causes 0107 to averhest
147 |Fue [ Smoke HV Assemt 101 R104 open | il overch Teatmg o fre | g
smoke.
V42 {Fwo 1 Smoke IV Assermbly  [Opamps s oupit (oW Miccaprocessor OvBIohaiges Capacicr Caustng MB/smoke |2 T n g
143 [Fue / Smoke FV Assembly |FECIconnocton als short Excaseve baliory charge exceseive Current, unretabie |2 i g g
o failgre of the HY FET
14 |Fire / Smoke [V Assembly  |FRG/connoctor fads open No feedback to the micropiooasaor Gauses overcharging |12 T g i
1135 " Fve/ Smoks HV ASsembly | D102 qoos shiyt ceuil i ra o AC Shirger_ B T 4 )
(146 [we { Smoke EV Assembl Short sci0ss eapactar feminal anwv ‘smoke and fue o 2 1 A £
147 IFie / Smoke HV Assembly {Short cwcuit of capactors Momentary smoke and fire durng dmame 2 T 4 8
148 [Fire/ Smoko LAD Unat [Usesin prssiece of Tammabie §8s6s or 1quds (6 ¢ Laser o RV ovcarlry 1gnies flammable gas g B 4 45 User Manual warns that the LAD may Cavse rgniian of xplosia o Hammabie gusos g i 3 £ g UAD Uter Manual
L= g agents)
15 e/ Smoke LAD Und Eabie curent afigs adsqusis Cable ovedloaded (current) g 3 & I35 Cerutioation 16 1EC 601-1 ATl eveciieal components &nd cabios are Fated to handlc normal g o7 3 (K3 d TEC €017 1081 reporl. Gomponent & Case
[operating condions withowt undue heating of faiiure. Case matenal PC/ABS * Cydloloy” 1 ested 25 Matenal Data Sheets
e totardzrt according 1o U184 (94VO/94 SVE)
50 {Fie / Smoke (A Uk [FCB copper thickness 15 hadequalo Ovareating feading 10 STOKSTe g g « 3 [Cenvication ta 1EG 601~ Truckniass of PCB copper Ines selfciod 10 bandis noma) operating |3 07 0 iz ¥ TEC 601-1 1651 report Gompanant & Case
conditons withowt Undus heasing ot faluce Material Data Shests. PCB schematis
151 [Fire ] Smoke TAD Unit Fih voltage braakdown due 16 RUMIGTy [Arcing 008 1o EOMening of cieepags arstances 3 g8 g 2 Specdiod operaung condiions I User manual Environmental festing z g n g v User menual TGE LADS 0B76 performed
[for environmental festing
5 [Fie T Smoke LA Ut Cable volage ramngs nadaquate [Cabie ovorioaded (voiage] 2 g g e A eicinical Somponnts aad SaBs are raled 10 nandle roimal GpETabng Conamons wahow Undue |2 i g ] v 1EC 601-1 test report Component & Case
hesting or talure Case matecss PC/ABS ™ Cycloloy™ s raled as fire-retardant according o ULSA Matensi Data Sheets
/O1R4-5VE)
s [Fue / Smmoke [LAD Gt ngress of fluid wt device (208} Uiqund cabses shont Gircut i AV crcuey) Z Z 0 i5 T ’
154 {F o /Smoke LAD Unit Tadure] break Loose connection pectheats 2 1 B €
155 [Fe { Senoke Lasa & tons  [insulsbon mmum {ouiside 1he cevity anods wee MV spike on (© 8 PCE S 2 5 0 & Treapage and cleardnce drsianoss m accorsance wih IECE01Y 3 B 4 16 v TEG 601 1 testreport
|connection]
56 [Fore / Smoke Lases & Lens [Flashinmp bwa).s Garng use o handing FV Spike o 10 & FCB'S 7 3 g 24 [Caser savily grounded z 3 N ] \ Lo & lans Assembly procedure
sembly
67 e/ Smoke Laser & Lens | insulation breakdomn (Aside the caviy) 1V spke on To ol PCBS 7 3 1 24 o viation sufirent 10 protoct agamst HV Spike Al Laser 8 1S ASsEmbAes 100% tesied £ g g 76 i (Companet Dala Sheels Lasél 8 1ons
assembly ang test procedures.
B8 |Fwe [ Stoke TV Gegradaton broaks own stiaing matencis [Accing dus 16 educed msuiatan 7 1 n 0
[5a ~TFe ] Smoke LCD Acsembly  |Electronic compansnt ovetheating [Ovoiheats and causes smake z 3 0 24 ot anough energy i the LGD cicury 10 canst heat of smoke A8 LCD & tested £ 5 0 0 ¥ TET SoacHications and drawings LED lest
procsdure
150 (Fen. Srmoke, Software. [Corrubt code Tonmag atiary FET (wred on Causing excasie heat z £ 7 15 Varly Gode when loaged wio ROM, nietral waldhdag_external walchd: 5 B 4 ie Y
ji6T_|Fire/ Smoke Software [Corupt cove, Program contines 1o 10, Batiery PET tumed on cavsig excesie haal B 2 B 16 Verly coe when loaged into FIGM, interal walchdog, externa) watchdog 7 2 0 {0 v
62 JFue FSmoke [Sotmware [Oree we bus data to battery Incorect Battery FET turned on cavsing excesive heat 7 a g 15 [Sofiware V&V Chargs me ki, and batiery temperature monfiored w software,( Readjoompare + |2 g 4 g v Ve X00001-02
CRC)
1163 |Fire / Sioke Software (Gric wire gata icoreoliy rad from batlery due 10 nowe. Bailery FE fumed on Causing excese heal 6 [Wuiiols re2as will 16561 the corect 1ate il 1
164 __|Fue ] Smoke. Software oQrarm 51ops TURFINY FV.FET tumed on caumng excesive J2¢ Vey code when loaded int ROM, taternal watchdog extemal watthiog — N
65 [Eie ] Smoke Software Botrupt code., Proaram cogtnues to TV FET tyrned on causing excesive heat 24 [Sofware VAV _Hardware protection {FTG resrslart 5. SVE X00001-02 .
185 Fue ] Smoke. [Software (A to D conversion corrupled by ngise BV FET tuned on causing excesive xea [24 uliiple analogue reads and aversge
167 [Fre [ Smoke Software [Ato T conversion somimg ssrors: HV FET tumed on caiising excesive he 24 [Sofwae VEY Verfy code when loaded iio AOM 3 VP X008
[168  {Fue / Smoke [Software Corrupt code, Program contmyes 10 1o Uni ceasts 1 norgise whan vortage i el 22 [Versty code when loaded nio ROM Software V&V 6 SR X00001 00
65 {Fue] Smoke Software Data outside range Unit ceases 1o onergise whion voriage It reachod 3 B 4 2 Softwaze range chedk, Software VAV B g g g ¥ SVP X00001-02 1
rheat —
776 {Fee ] Smoke Saftwaro Code 7D tansiarrad to/Fom IREmal sprom cortupied Uni caasss 0 evrges Whon vatiage Jt teached 2 3 4 3 [Sottware stofe and compars. 5 ] 7 ;] v
overhest
71 |FeelSmoke Software A 1o D conversion cormpied by nows Unit ceases to enexglu when voliage il reached B g 4 24 [Mihighs anaiogue reads and average 2 ] 5 A 3 e
72 {FieiSmore Sofware (%0 B convarsion ocaing efrors. i aesses 1 oo enargsa Whar vohiage ki feached 3 3 g 2 Soltwars VBV Verly co0e when Ioaded into FROM 3 % g 16 7 SVP X06001:02 1
veheal
175 [Fite ] Smove Software Code/Dala ransfer to firom E2Prom o s 1o 1 energss When voltage st feached 3 g n 2] Store and compare Software VAV B 9 & 16 Y SV X00001-02
174 [Fee ] Smoke Trgger Assembly |Eleconic component overheating [Trgger Assy S thoms TR T 2 & g £ Ceriiation 16 [EC 801-1 All slecincal eomponents aid cabies are raied 10 handis normal 7 4 g v TEC 6011 1831 repoit Camponent & Case
operating condtions wihout undus healing o falure Gase materal PO/ABS * Cycioloy” s rated as Materiel Data Sheets
10.UL94 (38V0/84.5VB)
175 |Fire 7 Smoke Trgger Assembly _|Tuoger transformet insulation fail Possbity o arc casing smoke and fire 2 £ 4 16
176 [Ewe / Smoke Trgger Asses iV Zene: diode open cirout B¢, possibie explosion smoke_may go bang! 2 + 4 B —
Y77 [infection flocaly [Accessones Tube of enassthelic cream uged on Mulpl pavents Cross-coraminabon of patients by viable bactena /wirus (3 g s (AD 16 be s0id with ELA Max whieh fs marcated for Use on Culs and brokon skin (simiar 10 ablated |3 z B & \ A User Manual ELA-Max iabating
skin) Warning in User Manual refors back ELA-Max labetkng regarding all wamngs associated with
the appication of ELA-Max Warning in user manual regarding infection conrol
178 fintection iocal) TAD Unt [ by viabie bactena / "o he buldjLocal skin miecton 1o lhe pationt Twough abiaon ste 13 a 0 [Gingle use bp design Tlp window provenis abisted matenal fiom renctung the LAD U Cloaning 13 1 < 12 v [Tip design drawings LAD User Manual
up of ablsted matenal rom preyious ablation iansterred by the use: procedures outined i user manugl
=5 Tiafection ffocal] TAD Unt Lad coniammated by ablaled materiel containing viable bactonaftocst skin ifection to e ‘paent thraugh ablation ste from|a g 4 36 Single use Uip design Tip Window prevents ablated matenal from reaching e LAD Unit 5 i 0 2 v Tip dosign drawings —
P virug the user
rfoction fiocal) LA Unrt Lad contaminated By viabls bactena/ vhus growing on the buidlLocal skif infeciion 1o the pabinl thiqugh eblavon ste 13 g g 136 Segle se Up design Tip Window provents ablated malenal fiom reaching the LAD unil Cleantng |3 i 4 12 v Tip Gosign drawings LAD User Manual
up of biologu:al materia, e g busid-up o buttang transferred by the user autlingd in user manual
781 Jinfection fiocal) CAD Und L cantaminated by viable bactona / virus growing on the bufdjLocat sk infection 1o the user g 2 4 '!24 Singie use up desigh Tip window prevents ablated material from reaching the LAD unt Cleaning {3 i @ 12 i Tip design drawmge LAD User Manua)
up of biological aaterial & g buid-up in button outined in yset manual
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285 | 7 A Unit insulation braakdowa HV Toads back onto cvouttry 4 16
285 |Non functional { FrustabomLAG Unit Figh temparanits storags of use Componont faikure feading 1o nonunclionaity e g &
{55 | Ron functional / Frustrationi LAD Und Loose compunents ot rattles g 15

N 7 AD Unil *Eecumw ‘Companent / calios overheating orTaus oparaton - 5 5
285 |Non funotional / EristationtAD Und High voltage broakdown Gus o humidry errahe operation 5 15 3 -—
230 7 AD Unit | Tarminauon fasure/ break erratic operation 5 \5"_""
291 7 AD Undt Einctronic shost tircurs errauc operation B 18
258 AD Une Bzzer sound tavel (66 hgh Buzzer norsa UncomionanIa g 3

7 AT Unt Tip infertock focics on tser unablo (6 ita CAD g 7

[Nom fancuonal / Frustration[LAD Unt [Cable voliage ratings adsquate Cable avercaded (voltage) 3 i} "

[Non funchonal ] Fristrahion|LAD Unit |Cabie Curvent raimgs inadequate Cable averioaded (ourrent g 2 "

Non funcuignal / Fristration|LAD Usit (Deer prossés T against patient and doesn { fra within tme  User can firé Gatising frustration 3 ) o

ont TF RO Unt :"eﬂ Bamion msufliceant t apply enough fare of reststance |Unt dassnt operate &) 3 :

{on functonal | Frisivabon|LAD Und g’:zzel Sound levet (60 oW, LJsar can hear buzzar 0 V2

Ron-fu i/ AD Uit TESD J EMI from extornal Soufee 10 and [Erratic of noneoperation £ I3

o 7 AB Unit lngross of fiuid In device (208) Ciqual cauzes shor cecult i HY croutry 2 &
B3T  Rion functional / Frustrabon] LAD Unt Bution fadure (otentally cavsing Intemal damage such as | |Davics Goesn Work as eXpected 2 3
502 [Nont: 7 AD Unt ::;:X:dw Qe 1856Rance bRcies BUZZS Backgroud Emission lrom tuzzer 2] 5
367 AT Unit N beep whan botton s pushiod User aot sure of gpsiaton Z 3
E7INT 7 A0 Gkt T (nierlock 06ks off causig aset Aot (o tra Caser can ot fire z 7 i
365 [Nontu i A Unat Shippery handis [ser wnable to operate coracly g 5 ——
306" [Nan functional / FrustratonjLAD Untt Iopped unt InsUfficzent Shodk resistanca of COMpOnents & mounings. 2 g
367 [Non-functionat { Frustaion| LAD Uni Components resonales at audible frequancias, Fiigh priched sound from the unk 3 T
308 N tonal [ AD Uit Toss of securty Key User unable 1G wrn ue on 7 r -
363 [Nonfuncuone) / Frustiaon|LAD Uni/ AC  Damagel debns m AG Adaptor satket Gan ot plug 1 a¢ adeptor tharafore can not charge 5 7
310 {Non fancwonal | Frostrasen) e o™ mion browkdow Toutsida the cavily anode wire ?.V'Zflke onto sl (CBs 3 e}

Non funcronal / Frstraron) A;’s:'m:w tens  |Flashiamp e Taulty fiashiams [V spike on to 2 FGBS. 3 )
[312 TJNon funchional | Frustation] :iser sv{m insifakon Greakoown nside the Gavity) [V 3piko on o U PGB 3 g iz
575 |Nom rnchonal Frosaion{Lasor ! &W Lons | |Flashlamp brzaka due o handing {aropping ) [V s5ko o (& al PCB & 0 2
318 N 7 Afw“:‘:“ UV dagradation of insulaiors cavsed by flashiamp Flashiamp shons causing ldute 1o fre 2 &
g9 7f Ai.:msb?m asar glass fubo Lroaks Farars to foa 8 5

| Assembly
316 [Non funcuonal [ Frustaton|Laset & Lens. et glass tubs damaged {0 does not opetate 8 £y
317 1 7 et ‘:‘I‘for\s [V degradation broaka 4own nsuiatng maienals Arcing dua 10 raduced msuaton T 7
518 [Nonfonoworal /T rostrann) t\c:\:vn Qs“iim Butions 100 Cosa 10 each ather 5o User pushes wrong one of | DEVIcs G085 WOrk &8 S1pecied 0 3
315 {Non-funcional / T Adsambly mﬁém ‘ox Characters on LCDY icorrect or Gaficutt opaiaton 7 1
320 Non functionsl ] Frustration] LCD Assembly | Electionio componant overheanng [Guerheats and causes smoke g 5 ) T
521 |Non hunctional / Frustration] LD Assembly  {User unabla 1o fead L £Os in tugh ambient ight [Usar unawars of Una siatus g Tz ]
575 Non unclions!  Frastration] LD Assembly  JBuon bovace Dévico dossn work a5 aXpeaion B 5
325 [Non huncuonal | Frisiration]LED Assombly  JLOD Yuncales data User cant read o 3 6
324 i D Assembly | Display contrast of LCD Is vanable User cant repd i 2 4
325 Non funcional T Frustaton]LCD Assembly  (Chiarge botton stuok dowrr Dnrl constantly in Chirge moda g iz
526 (Nonfu 17 TO Rssombly | {(CD Taits idicator n0f working g Z
57 Hon i % TE Resambly — |LED fare indicators not working £ 7
938 |Nant 47 D Assembly  |LCD Assy cable fals User ttarface wil not of_tale 7 8
329 |Nontunédonal / CD Assemdly  JReesh rats of LCD causas fickers LCO fickors ot g
%30 |Non fanctional / e on axisiant fautt Eiraiic o non-oparaton 8 2
3317 [Non functional / Frasbation|Softwars Incofrect operation of micro-controller {eg brownout, creurt Erralic of non-operation 2 12
tault EM! from internal sources + @ nductve charger fow
[power supply voltaga, incorect foading of BCB clock faults )

332 Non-fu i Unt action Uni funclions unexpectantly 2 5

[Non-funcaonal ] frustaon |Sorware [Cotrupt code Program s1ops running Fais 16 oparate Display cormipt 7 5 Verty codo when loaded mta HOM Interna) walchdog extormal watchdog £ 7 v
. i functional / frustrafion (Software Cotupt ooda Program Gontinues (o run Fads to operate Display corupt 7 g [Veriy Code when loaded into ROM Iterna) walohdog, externa) walchdog z T o
335 |Non functional / frustration [Software Data outside range Fais to operats Oisplay corrupt g 12 [Sottware cange check, Software VAV at 04 3 ‘lﬁm; o2
356 |Non funcuonal / frusication |Sottwaro [AID conversion (Y & batiery) corrpted by nowsa Gpsraies incarectly 3 2 jfumuls ‘analague rsads and average o1 57 7 l
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LAD 06 RISKANALYSIS

EER( 7 Assemmply [Wam BV supply 15 low Uit may power up but wil not energize 7 3
733 [Non fonciional / FrustravonGontiol Assembly ('émfnpmem avameaing [Component fature g i -
535 |Non functional | Frustrebon|Control Assembly |Maim 3V Supsly ffom ac adapior s Fgh Faiure of PV FET causing non operalian ] 5 ]
’ Tion fanctionst { Frizkation] Gontrol Assambly |Vrgger switch fais in e off poston Unit wi ot fre 3 5 —
7 17 1ol Assembly |¥Agger swiich fas in the on posibon Wil ot eaeriyze and wil irme ot (£02) g 5
v23 mmmu “Swiich Tais on 8% {1V U v sngaged permanenily (Wil not energize 7 8
535 {Non funclional | Frustiaton| Conuol ASsembly |SHutier swich fals G 50 1he Up will never b engaged Wil aliow you 1o €n 2igize but not fire 2 g
740 |Non functional/ Frustaton| Coniol ASsembly (M PWM coniral 008 falls open Wil ndt energize the Capaciors T 0
221 {NonJunclional / Assembly |Battery PWM Q108 fals open [Bantery will fat (0 chaige. ] n
24z {Nan-functional ] Assembly |FFC cable fats open [No unit operation 7 g
343 [Nonh 37 Rssembly | Drspiay connector 1ais cose o dispisy T s
244 [No functionsi ‘ Frustranon| Controf Assembly {Orsplay connector falls open No dispiay t 4
225 [Nonk L Wrat Assembly [Grystel slops oSaliatng [Urt 125 10 opetate Il 3 ——]
246 Jon-functionat / ol Asseambly |Crystal operatas al wiong frequency #Enm‘xabte o 0 operatan it 4
247 |Nanfunciional / ot hesembly |Guzzer faks [N betp when buion s pushed £ g
246 {Ron-funchonas / Frusiaion| Conlrol ASsembly [Wateh 908 parmancally 1t 16961 Uit wil ot Gperate 07 04
548 [Non funcional { Frastiaton] Control Assombly |Waich dog inleimiient Gt randomty resels 61 54
250 [Non funclional ] Frustratian] Gontiol Assemity |Watch dog never rezets My never b notosd Ul andther Tault oours CH 54 |
251 [Non functonal | Frustration|Gontrol Assembly | Trigger conbor 1ogic gates Tail Unretiable tigger operation i3 o3
252 |Won-functional ] FrustralionFiV Assembly  {Wigh temperalure siorage nes oul elerbolyBe caponors Faliura 1o oneigize capacions 5 2
753 [Nonfonchonsl ‘Kssembly of capaciiors. Frevont fring and #i en baftenes g 13
554 |Non functional | Fruststionf IV Assembly [Figh voltage breakdown due (0 homidiy o oporation g @
255 [Non funcional / Frostraion| IV Assembly | Insviation breakdawn Shon ucu 165URs ' oveiheating and fre 3 7]
256 |Non funchonal ] Frusbavon] IV ASsembly  |Shoned tom on e ranstormer [ wit not energiz B g
1257 |Nan foncbonal | Frustraton] IV Assembly | |Prmary 7 Secandary breakaown on 1101 Wit ot energze 2 g
255 {ion funciional / Frosirabon|HV Assembly  [0100 & 0107 short Wil ot enorgize z &
1739 |Non functiona / Frususlien| HV Asssmbly 106 SCR fauis shorl Will not energize 2 8
N&W Tonclionat | Assembly Tails open NG aperetion, may ne1 energie, may ol Charge bakary A B
may ot recognze battery, may discharge the capacitors
}Esw Tanclonal/ Hesermbly  |Ope DaTween power and Capacior hoads o o low owiput energy Z 5
262 |Non funcional  F Assembly 55 o Copaciors (CapacHor Rol Chiiged 16 of |Biows Capaoior 2 e
Deyond gpecthed capacny)
263 {Ronduncional | Frestiation| AV Assembly RV FET faure [Eomponant fature &l &
564 [Non functional / Frastraton| IV Assombly  |Ganery charge FET faire Compunent fafure g g
555 [Nonfunchional ! FrustrebioniFIV Assembly  [UT04 Gutput fow [k not energize g 3 —
266 {Non functional / Frustraton]HY Assembly Bpen prmary of SRConSaTy on 1101 [Will nol energze T 0 —
267 [Non functianal ] Frostabon{HV Assembly U105 Tow voliags output fow ot ro energising of capaciors 7 g
268 |Non functional / Frusttaon| HV Assembly Gpamps is output high Microprocessor undercharges capachior teading 16 1o lases 1 iz ——
265 |Non i7 Assembly Figh 1esistance connaction m the charger sockel :‘:?;?:}m 7 ry
270 {Nondonctional f Frasuabon|RV Assembly [Charger PTG fads open ‘,’Wm- the battery z 0
57T [Nonfunctional ] Frustration| Y ASsembly  |Capaciior leakags (s1acirolytio) [ Capaaitor nontonciona i A 4
572 [Non functional / Frusiration] RV Assembly | General elootions component overteaing [Componant faiure i a
273 [Non-fy 7 Acsembly Uit erroneaosly dischargss capacitors Guing chatgo tyale | Sharl Groun on HV charge cacuiry 1 r3
274 7 Assembly Shor across capacitar tetrinal Momentary smake ans fiess dunng discharge 1 4 R
275 [Nont i7 Assombly | JShon cercan of capaciors Momentary smoke aAd ifs dunng dscharge 3 4 R
276 i7 Ascumbly | Capactior Jomts prone 10 cracking Faure o entrgze capaciors g 5 —
377 |Noa-fanctional ] Frusiaton|FIV Assembly |Capaciior oharging fes. [ does ot apevate 2 g
576 |Non functional / Frustianon|FV Assembly | Keyswilch conneciof fads storl Gretwil ot turn of 7 1
578 [Non funclional/ Frustiation| AV Assembly  [Keyswich connector fabis open TNG operaton 7 7 _,J
586 |Non = bors & Tzong Tanguags o charadiers on 1abels and sor manual Incorect or Gifficult aparation T i
281 {Non functional f Frustration| Labels & [Gser Manual not ciear of complele Operator unswrefunable 16 Operaie as requied 3 Cll S—
~s 17 abels & Label adhesive removed by cleaning solton Fisuse or meoreot operation & Z —
Non Tunctonal | Frustraten]LAD Und T ety due 10 werght drstribubon Ut iz avey g %0
Faq N iy AD Ut Aw«::ma] ‘aciivation of buttons due to lerr location {eg when |Dewce doasnt work as expocted g lis
ket up)
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Non-funciionsl / rustsaiion

Software

[AJD Convarsion seahng errors. Faiks 1o operate Display corupt 7 3 4 8 Software VAV 1 0+ o4 Y SVP X00001-02
Ron functional / fusiration [Software Code/Data ransfer 1o firom EEPROM Fals 1 operate Dispiay cormipl 7 B g g Sicre and compare i o1 oa v
Non-funttionat / fustrahon {Sottware Dne wire bus data 1o baliery incorect cavsed by noise Battery charge fate incatectly set bantery aol charged 1 2 4 g Software V&Y Chatge tme bmdl and dattery i d i sattwars { pd i o1 04 Y ISVP X00003 02
CRC) (000011
Non tunctional | lustration [Sofiware (Grie wire data incorecty read from batery due o Hoise Batiery chatge rate mcorcectly sef Batiery not charged {1 2 a 8 [Sofware VAV Charge wme fmil and Bafiery lemperature maniored in software { Read/compares [ CKl 04 v VP X00001-02
CRC)
. [Non-funclianal { Frustration Tip Electronics thinks tip imterlock nul actvated User unable io fre LAD ¥ 3 a IF]
342 |Non funchonal] Frusiraton| T Tip eject mechanism [ams. 55 Wil o Sjet T g & iz
348 [Non-functional / Frusttation| Tip [611a VD Giok jams m b [User Fias o e 1D i 2 g g
344 |Nondunclionat / Frustralion| Tip Siio 10 disk comes ofl patient when deug femaved Uset fias no 16 10 [ 2 g B
345 |Nan functional / Frusirationf T Tip fnner sieave fails to movs forward Tip nieriock nol angages ] 3 g 2
346 jNon-functional / Frustratoni Tip Lens setaner slops 100 smal) causing lens setaines to separale [\ ens retaier slicks 10 pauent g g 4 20
from housing
347 [Nen-lunctonal / Frustravon| Trigger Assembly Electronts component ovecheating Trigger Assy cverheats (momentatity] 1 g 4 16
346 |Non fanctonal/ Frustranon| Trgger Assambly |SCR Showt or open Chout ]wm ot e 1 2 < g
325 {Non functional / Frustraton| Trigges Assembly |1V Zeier G.098 Shor Crodt Ul wif ot eiergise i 2 g g
360  iNon-functional / Frustrabon) Trigger Assembly |1rgger transiormer shiort cirout May not fire 1 2 4 &
35T {Non-functional / Frustiation] 1tigger Assombly |Tngger Wanstormer apen GWout Wiay ot fre i 2 0 &
[Non functional 7 Frustration| Tiigger Assemibly [Low voNage eapacior 6iher oporshon GHEUR W ot 1o g 7 r 0
Non-funcional / Frustration] Tngger Assembly {Low voliage Zener Siods open CITun Excesswi voliage wil Cause the SapAcHOn 1o (2l sesuing |1 5 3 f
8 fu | unit
Non-functional  Frustrabion] Trgger Assembly |3 ngger primary copachor show croort Wit not fre ¥ 7 4 g
Non Tunciional ; Frostrabon] 1~ggee Assambly | Tngaet primary capector open choct Wil ot fire 3 T g q
Noc funcianal Frustiatan] Tigger Assembly {Inconect 1igger ftevel & Torce (tharstors uni Tres Hair Togger 1 g g <
Toxcny atiory Pack Incorrect Batiery Pack ieposal xposure o ballely Conlets aEes iy or 5 7 n 20
Toxscty Battery Pack Batiery Pack connected backwards Exposme o haﬂm/ :or\(er\!s ‘causes toxicy &lor S 03 4 2
Toxicry Battery Pack Badery loakags Exposure to bsﬂory ‘contanis cavses tomody Bior 3 N z z
eflect
360 | Tawery HV Assemtty — |Ovétheating of eleciolic capaciors [Exposuse (o eleciolylis 7apatior CONERTS CauSEs ety 15 61 N 2
o eftott
36T [Toweiy Y Assombly RYG1 A104 open tmwmsm ¥t Overcharge Capacnors lendang 1o ) [H] 3 5
expiosion
362 |Toricty HV Assembly Opamps 15 outpld iow MIT oprcessor Overcharges ~apachor cavses cheracal | (4 27 4 16
spitage.
X Toxiony HV Assembly __IFFC, Tails ShorL Excosswe Batacy char Fremical splioge 4 61, 4 it
| Toxiofty HV Assembly FFCiconnector farls open No fesdback 1o the microptosessor causes eveld’\nvgmg 4 01 4 16
Toxedy HY Asssrmbly [Capacitor leskage Release of toxe chmuls 4 (Xl 4 16
Toxtcrty LAD Und Wand 5 1 0 20
[Toxiety EAD Unit Ewwe o fumes oausu lnxlczly &lor careimogenicly B 0.1 g 2
Toxiciy LAD Unk Exposyre g towis &ler. g Xl 4 2
Tomety LAD Uni fies Into shutter wre 1o Tox Bl0r na- 5 01 4
Toxicay, LAD [Prume generated from ablating the skn Exposrs ts tows S/or 5 o7 B 2 _ M
Toxchy Softwore [Gorupt oode Program continuos 1o run (Uni coases o anaigise whon vatage hmu woateT n ] 2 16 [Verfy code when koaded o ROM (intormal waichdog extemal walchdog) Haredware protection |4 CEl €
*_.I_. g¢ and bust
oty Scfiware Uml ceases to energise when voltaye Il Feached 7 7 z I3 SoFware ranps cheek Software VEV Haredwats protechon a o1 16 N VP X00001 02
Capactiors gver charge and busst o
Toxicfy Sofiware Code Toata transierred to/F rom nternal eprom somupted Unst coases 10 nevgise when vollage it 75acho0 z 0 g 6 Software Slore and Compare Faredware protection 4 CR) e
|Capacdtors over charge and burst N
Toxicty | Software: A 10 D convession cornupted by naise Und ceases 1o energise whon voitage md reached g v 0 16 Multiple analogue reads and aversge M redware pratechion 4 01 18
o o8 chage and buist e N EUP Nooo01-02
Toucy | Softwarg A 0 U Conversion 6Calng erors. T ceases W energrse. whan voftage it reached 4 1 4 16 [Software VBV Haredwase protectiion 4 0¥
L Cs lozs pvet char Burst
Toxoty [Sottware [CodeData transfer to Aitom E2Pom Ut ceases to energisa mmn vql(age Timt reached 3 0 4 18 Slore and compare HEIGWES Proleckon 4 01 i N
Capagtors over charge and i O
377 [Toxoy Scliware [Cornupt code Program stops snaing Batiery FET turned on causemg wer hacge baiery burst |4 1 & i Verly coxic when loaded o FOM Infernal waichdog extemnal waichdog, g o+ B
38 [Toucty Software [Corrupt cade , Frogrem contnues 1 run Battery FET lurned on causeng Over chacge batlery burst {4 1 4 18 Verity code when loaded into ROM {internal watchdog externa! walchdog) 4 chl 16 N
379 {Tomety Software: Gata outside tange Battery FET turned on causeing oves charge batiery burst j3 * 2 k] Softwase sange eheck, Software V&V g 01 16 N SVP X00003-02
366 [Toxiorly Sctiwsto Cade /ata wansferred Lo/From Intemal eprom conup1ed Battery FET t0rned on cavseing Gver oharge baviery bret 4 T 7 5 Softwart stare and compare B g o1 N
361 {Tanety Software CodefData lransfer o from E2Prom Baftery FET Wned on causeng Over charge batiery bust |4 3 4 i3 s and compare Software V&Y £y 5 23 N SVP X02001-02
552 [Tomey SoRware, O wire Gata moorecily 1emd from balisry 0us 1o neiee Bafiery condiion misread causeing over charge batiery 14 g g 16 [Mullplo ceads wii caset the correct rate withia 1 an a o (5 2
UL
383 [Toxcry il Tip materml loeches onto the skin Ttp aterial causes toxiety S 0} 4 2
L
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