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2ER TR
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®H® 2 4L - Argus Il Retinal Prosthesis System
FH A
it i 1%
Argus Il Retinal Prosthesis Kit, Right Eye (Argus Il Retinal Prosthesis-Right
Eye, Argus Il Retinal Tack, Argus 11 VPU Implant Matching CD) 011015-001-K
Argus Il Retinal Prosthesis Kit, Left Eye (Argus Il Retinal Prosthesis-Left
Eye, Argus Il Retinal Tack, Argus Il VPU Implant Matching CD) 011016-001-K
Argus Il Video Processing Unit 013003-007
Argus Il VPU Pouch 013931-001
Argus Il Glasses, Right Eye, Dark Lenses 012011-002
Argus Il Glasses, Right Eye, Clear Lenses 012012-002
Argus Il Glasses, Left Eye, Dark Lenses 012013-002
Argus 11 Glasses, Left Eye, Clear Lenses 012014-002
Argus Il Operating Room Coil 012103-002
Rechargeable Battery 100200-010
Battery Charger 100200-006
Argus Il Clinician Fitting System 014003-007-R
Argus I SwiftPA Software 014300-001
Argus 1l Communication Adapter 014103-000
Argus Il CA-VPU Cable 014913-000
Argus Il CFS-CA Cable 014916-000
Argus Il Touch Screen Monitor 014932-000
Argus Il Archive Drive 014931-000
Argus Il USB Security Drive 014984-000
Argus Il USB Data Transfer Drive 014985-000
Argus 11 USB Video Settings Drive 014986-000
Argus 1l VPU Screwdriver 014972-00
Argus Il Camera Rotation Tool 014993-00
Argus Il Glasses Screwdriver 014973-000
User Input Device 130150-161
Argus Il Retinal Tack 011006-000
Argus Il VPU-Implant Matching CD 011007-004
Argus Il Cable Clip 014974-000
Argus 11 Nose Piece 012030-001
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FAGEALD LEE o pu kAT

1 N {Rh%Y 42 2 AT A HFI

2% |Aage

33% Conjunctival congestion &%~ &

11-25% | Choroidal detachment 7% ‘& %] &
Hypotony i p% ¢

Ocular inflammation p% g3 &
Ocular pain p% g7 5

Suture irritation 342 {1

Uveitis § § "=

<10% Circumferential vitreous band traction 733 %8 % F] % ;i % 31
Choroidal effusion #% % %4 -k

Conjunctival dehiscence or erosion & %] B

Inflamed conjunctiva & %%

Corneal abrasion % %= i

Corneal filaments % %= 5%

Corneal opacity & %2 j§

Corneal vascularization & %x ¢ 3 4
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2.

Cystoid macular oedema % s % 4 -k *&

Dry eye iz % ¢

Epiretinal membrane AR 3 %70 %52

Filamentary keratitis 354 & 5=

Headache g 7§

High intraocular pressure & p% &

Hyphaema # % # =

Keratic precipitates & %7 ik 4+

Significant decline in light perception g & # & % % i¥
Nausea & <

Increase in nystagmus % I 2 98

Proliferative vitreoretinopathy i 4 |+ 3 7§ ¥ AR % 9575 %
Retinal detachment AR 4 %33 3

Scleritis ¥ #-

Rubeosis = %

Uveitis § § "t

\ertigo p% &

Watering eyes ;i ik

Vitreous haemorrhage 7 33 %8 1 =

TR AT B AN TRA R RET 0 LG TR E S R Y )

S WS Ll 2 g

Facial nerve stimulation pg & #¥ 5 {1 #

Transient electrical shock #7p 4 T ik 5

Skin burn due to excessive heating of the external equipment F] ¢k % = it i £ :¢ = ch
IR Y

Retinal tissue damage due to mechanical trauma, excessive stimulation or excessive
heating of the implant & >* 484 2 A1 ~ 45 » M2 38 & et #id & Tl e 3
# 5

Failure or damage to the Argus Il Implant requiring it to be explanted. Argus Il & » %8
ST < SN el

Fall or bump resulting from use of the Argus Il System )& * x ttm 2 4 Gk 5] & fl

i

¢ Srgr R 38 gb 33 A AR e 02 p(standard vitreo-retinal surgery) ~ AR e 5EE 4 38
(peeling of an epiretinal membrane)f=ié * ¥ 5% (scleral band)# B 9k &

Suprachoroidal haemorrhage #% % % F %% ) 5
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Ptosis P pz ™ &

Intrusion/extrusion of the scleral band ¥ % & » /3R

Macular hole & s %] 3¢

S argr i r AP &GRS W 1L (clear cornea phacoemulsification)#5 4 -k
se¥l7 M PR '

Cortical drop in vitreous or vitreous prolapse 73 18 A & %t % & gL 73 88 % )

¢ Zrgr 4§84 B pe(canthotomy) 5 M éhk *&

Improper apposition of the eyelids P pg ¥+ & 7 &

Chronic irritation at the lid margin p% p& 8 s 14 11 %

CAP R 2R MABTSL 4 MRS

Chest pain %3 %% 54

Urinary retention Fi% i §

Myocardial infarction = 3T %

Pulmonary embolism ** > %

Deep vein thrombosis /7384 #% = >
Respiratory failure »* v % 8

Blood loss requiring transfusion % = @ % & f?i;‘]i
Systemic infection 2 ¥ {4+ g %

Prolonged hospitalization £ £ @ fx

Allergic reaction to anaesthesia ¥ s 2 2 4 F J&
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Bk
BREHLHE BAE R =A% AT EE A % Argus 1T Retinal Prosthesis System
BEFR R REMARES
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AR Implant Glasses VPU WM
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WA EA 2B RN ARAL A & 3 Orient EuroPharma Co., Ltd. (R 22 E R, BE2EHR)

Eamil: oepsafetvi@mail.oep.com.tw

For internal use only: Reception date of the information (D0): / /

BREMHLE | BALGE _ARATREBE 4% Argus II Retinal Prosthesis System

BR B
1. BREFETR
<24 L% BERaasR
(1% &7 O#er  [#EAER
LJBETAR [
gres | | &w
#5450 O 47444 (nitial) O EHEHRE - R(Follow-Up)
2. BEER
7 WA AR MR 0% 0O%
i # A B8 &
C RN ERS R P BRABA
& cm Bne kg
3. BRSHBEAER
BREMLS #HABH Hi% B #4
Argus IT Retinal Prosthesis System 9 7 e A B & 7T # A
4 FREHER
FREHLHB
gLEM | ®x £ A 8 | amssrem | ax £ A
AR EHIA (Check all appropriate) B R M4
B & F B F 4 (Serious) O #& % 48 B Certain
0O s O 48T 4 48 B Probable/Likely
O ARAw T 448 B Possible
O % zom AER R2E FoB AER M O R KT Unhkely
= tﬁkﬂ(kr&&% O 748 B Not related
Ho R riwi}ﬁ; O 4% 37 # Unassessable
OEhAEEURAKAREE
OB & XK B F4 (Non-Serious)

FRETRFARAFRE? O OF O #8544 O R MAWot applicable)

CHBREREERER)

7F&$4*#(&t( ARFAFANBIASASE » BOBEAN S ER  RERE - ALMAHE - TREIRGELRA

2 H A AR E ROARER B B — OHAR (GEMMRRE  FEHMEFT@AE)
Page 1 of 2
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FRFARE BALR)
Reference Information:
B ARSR T S F RFH
Choroidal detachment ik #& % %) & Increase in nystagmus 8% 3% & 38
Choroidal effusion Bk £ B 4% K Inflamed conjunctiva & g % £
Circumferential vitreous band traction #% 3% 22 & B & 4k % 3] Keratic precipitates f§ Bg 7t 544
Conjunctival congestion # & %, £z Nausea &~
Conjunctival dehiscence or erosion % g %! B9 Ocular inflammation 8% 8 % X
Corneal abrasion 4 pg#1% Ocular pain 8% 8% % /&
Corneal filaments f J8 % %% Proliferative vitreoretinopathy 3% 4 P4 gk 3% 4% 47 4888 75 4
Corneal opacity # i Retinal detachment 4%, 48 g 4| &%
Corneal vascularization f g fu % 38 4 Rubeosis 4r 8 ¢
Cystoid macular oedema % 5 4 # K i Scleritis & i %
Dry eye 208 E Significant decline in light perception & /7 88 % & &
Epiretinal membrane 3%, 48 i &7 i Suture irritation & & 4 5
Filamentary keratitis # 4k 4 B % Uveitis ¥ £ 18 £
Headache 35 %% Uveitis # & i £
High intraocular pressure & 8% & Vertigo 8% %
Hyphaema &7 & #4 f2 Vitreous haemorrhage 7% 25 4% & ¢
Hypotony 1 & & Watering eyes jf 7%
SUBARE SAENA T A B 6 R R B (BASIEA)
Facial nerve stimulation %8 & #b &8 $ 34
Transient electrical shock ¥ 8% M 4k %,
Skin burn due to excessive heating of the external equipment B 43 7044 18 2534 sibh & & X015
Retinal tissue damage due to mechanical trauma, excessive stimulation or excessive heat-ing of the implant dg 7 A% £ 15
AN A2 B B R B AR AL AR 1
Failure or damage to the Argus II Implant requiring it to be explanted. Argus IT # A 88 % 2k RIA B T & B F 47 S
Fall or bump resulting from use of the Argus IT System B 4 A % % m % 4 sh sk Bl KAt &

Page 2 of 2
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KWk (hARPHATE) ¢ BEARAH(HARTCHE): % A 2]
HERANEDRH RS
BABHEST L EAERE s oy
E F154 * mdsafety@fda.gov.tw
[ ARER
g OaRaEs (JeRERm £ R WRERER
VEHEL A £ A =]
VEBERwAH # B 8
*MEFRE RN > & TR (B %)

BREERBH AR F R RIR |

O BEAAML (186 DRG IRBEAROBIAR R® )
Odthrg 8340 (4R (#r) LE4we )

Clrm

Od RF 8% 40

gk

e

CANBEHAERBEBER(BABHAAT)

(IR > #EtEfpad . i A 8 [k BHA:

Tk & OF - # Xis

SERGBAENANBEYELER UF L HeiEe
*9.L#&%‘é‘$ﬂ
b A E It
T Mk
RAEHAE
B %%jﬁ/\é (ekag B ep[ %6 %2 AE (B AE (4 )
CI& %
[t 84

1048 % 5 R E R D Lo RBRABAB 2 H A RES  OREOFRE
1EREM NI EMBHIE

I. AER
12a. 78 ARSI AR (B B AT445)
2bg@iy 8 Ok
ek # A 8B (R&H_ &)

12d. 48 & ¢ B
12e. % & ° A

I BRBHRER

*13a. #F T HF R/ B TR
*13b. P xdh g
13c. %M AE N BorH
13d. B4 £/k$85] ¢
13 Mt ¥4 448
1M EHRA -
13g. BAtar s
*14a. A 5% ¢

w1 L ARRBRAMNTE & Y, LABRBEHLAE - 2ERABHRTRAG  HEXHT
FRRT -
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*14b i3k
14c. 5% -
14d. #88 IR N ¢
lde. #i A 87 ¢
14 E 2 A
15.UDI %45 :
16.GMDN #3755 :
17a. %40 0 ke DEEEeR DEmes/Ese DOhe
1T AEEA—RBREHEERER  ER4A UF O - fFERTEEM B %
17c AL wR ERBEREH - B Dtk sng DerRBF 02w sT iw
8. M R ROR R AR/ LB)
O.BHMRNess OhaeRAsy (g A PRGanmsAEn O£ A__ 8 BRFAHUE &)
OAFCHREES/ B trE0w 0F O #2¥448

N. RREATH

VLA R EHES (HE)

OFRBRE (88888 NALHAE (BRALEBRRIVELHEED)
VAR EHLERE (BE)

O As%e: 88 T RA

(0 BARES

O] CRAMERE

U] DS 5, 5 R M5

(] E & Rt RER

(D FEHTRERAANSG T2 8%

O GEbSETEEERI R ES (Ghst)

23 F LAy (RE)

OB M3 (SHRASERAAR RS HA > WEk B A5 08

(B (SHEE 34 - $EREH 2RERR)

OABE (Fanpmemamia ot BB ERErFERE)

Ol e (o g s~ RE0E 0wtk - 80 24%)

ClE4e (GEgat)

RARBEFMHR EZMAELAE WEEEE v WM P

B5.5ABHBEALE HUEFAE OBARERE HHEw
6 RGEAREACERE: [ [F [D&EAe
7 ABARFTHARAGRAE O [OF [&%Fe

2 AREHMMES (FLHARERABHEATERBHE 2 R R EA B £ (IMDRF terminologies for
categorized Adverse Event Reporting) #47 E4k 1845 - X BB AR R - 35 B 473 poffld = )

#EIEE BER | EH
Health Effect -Clinical Code #1
Health Effect -Impact Code #1
Medical device problem codes #1
Component codes #1

HLABGEKEHELE A T R HBESHLAE - 2 ERFEFRE AT X RTHT
FRAE -
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ROREFh 2B (FRFEFENDEFAAT - BB ARRRBEZIML - ER - RERAL S QF LU AEH
W RTRERBREGEXRAREE  DBEALBREE)

04mMKe AR | RRAN Laatala Gl
BARBREE | 1
e |« | TTEFRE Y FTEMAN | AR | BHEMA |ZAEMAR
3156 & "N xR Bk
B HH m
BA| CETMGE PYEIET BREE | HEH E AR/ R R
DAARE -

K PR REHZRGBEF AN - QB LRE - BICE - RERE - A - BH - BhE
B Sl (A 4B B R -
#

PERBHBLERFHALE  FRAAT L 349HANE -

HLABFERTHEE A T 2 HEBREGHLAYE - 2 EAABEAERAT  AATHT
FARRE -
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VEAFRETHR (BREHHAER)

BLBERBHIEER
BHESAEEEAFH AR O OF RA
EHTIRERAE (REARREFUMERE > NERCISRAVRR/8 8 ~ A 404 - A8 8 ~ ATk - RIS
B RBERUARLEBHESEL) ¢

M FHALER (REREREFUAM RS - REFARFHBL2F SR ARARFAR RFHLERIBMYE > A
MBRAERTEERZARFHEIRARDLTERE)

HEWE

wEBBHEE  FRWUER

36ARENEE (FLBEAREABHERFTEREHEZ AR EHEHEF & (IMDRF terminologies for categorized
;j-

Adverse Event Reporting ) i

EE
B
FES - 2 FEMM AR - AT AL o )
A

¥453EH BR | B
Health Effect -Clinical Code #1
Health Effect -Impact Code #1
Medical device problem codes #1
Component codes #1
Cause investigation: #
Type of investigation
Cause investigation:

- : #1
Investigation findings
Cause investigation: #

Investigation conclusion

3T HMFHE LR (RHREA IMDRF Ba8&5 B FHF - SRABSTHMA BN EHE LR RBHEL)

M38. 2B A4S EHEE (BREFHAELRURBEMEHBTALS:  HBARFSHAE LIRS  TRLATEAHSE
TR By 4 46 )
Ox 0O%

WA

130 4% (HANLER  FERAFAENMARUARBRAFTESATELRE  RARBACRERABEH RN
MzER)

HLAERBREMEE - F T, EABRFEHLAE - 2EAABHRERAT X ATHT
FRRF -
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e~ FREF LT 2HEL

FREH QIS 2282
FREHASTH
(- )z’ VRS LS F ST R R0 F BT % 030766 5L
(Z) P2 &HE D TREHE D R A TAREN kAL
(2) &= & % : Argus Il Retinal Prosthesis System
(z) 350
£ LA

pif

Argus Il Retinal Prosthesis Kit, Right Eye (Argus Il Retinal Prosthesis-Right Eye,
Argus Il Retinal Tack, Argus Il VPU Implant Matching CD)

011015-001-K

Argus Il Retinal Prosthesis Kit, Left Eye (Argus Il Retinal Prosthesis-Left Eye, Argus |1
Retinal Tack, Argus Il VPU Implant Matching CD)

011016-001-K

Argus Il Video Processing Unit 013003-007
Argus Il VPU Pouch 013931-001
Argus Il Glasses, Right Eye, Dark Lenses 012011-002
Argus Il Glasses, Right Eye, Clear Lenses 012012-002
Argus Il Glasses, Left Eye, Dark Lenses 012013-002
Argus 11 Glasses, Left Eye, Clear Lenses 012014-002
Argus Il Operating Room Coil 012103-002
Rechargeable Battery 100200-010
Battery Charger 100200-006
Argus Il Clinician Fitting System 014003-007-R
Argus Il SwiftPA Software 014300-001
Argus Il Communication Adapter 014103-000
Argus Il CA-VPU Cable 014913-000
Argus Il CFS-CA Cable 014916-000
Argus Il Touch Screen Monitor 014932-000
Argus Il Archive Drive 014931-000
Argus Il USB Security Drive 014984-000
Argus Il USB Data Transfer Drive 014985-000
Argus 11 USB Video Settings Drive 014986-000
Argus 11 VPU Screwdriver 014972-00
Argus Il Camera Rotation Tool 014993-00
Argus Il Glasses Screwdriver 014973-000
User Input Device 130150-161
Argus Il Retinal Tack 011006-000
Argus Il VPU-Implant Matching CD 011007-004
Argus Il Cable Clip 014974-000
Argus 11 Nose Piece 012030-001
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Conjunctival congestion

AN
“!i,‘
Choroidal detachment #% & 5541 4t

Hypotony i< p% &

Ocular inflammation p% g% 3%

Ocular pain p% % &

Suture irritation 4% {1 g

Uveitis § & "t

Circumferential vitreous band traction zt 33 %8
FREAAES

Choroidal effusion "% % % -k

Conjunctival dehiscence or erosion & %% B

Inflamed conjunctiva & %% &

Corneal abrasion # %5z

Corneal filaments % 3 @ %%

Corneal opacity % %8 7§

Corneal vascularization 4 "x § 3 2

Cystoid macular oedema % s -k %6

Dry eye iz % e

Epiretinal membrane AR % %Zw0 %

Filamentary keratitis %% & %

Headache &g 7

High intraocular pressure & p% /&

Hyphaema # % # x

Keratic precipitates % %7 i 47
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Significant decline in light perception g % 4
HE%3

Nausea g

Increase in nystagmus % Ik & ¥§

Proliferative vitreoretinopathy #§ # % gt 33 §8
AR %

Retinal detachment AR 4 %4 2t

Scleritis # »- %

Rubeosis = & &

Vertigo g% &

Watering eyes i ik

Vitreous haemorrhage 373 %2 1) &

B P 7

Phthisis Bulbi

Sclerotomy Leak

Corneal Ulcer

Conjunctivitis

Eye Irritation

Herpetic Keratite

Oculocardiac Reflex

Retinal Edema

Conjunctival Erosion

Scleral Erosion

Recurring infections

Endophthalmitis with enucleation

Fibrin/Fibrosis Retropupillar

Blepharospasm

Persistent visual phenomena

Electric shock

H 1

g 2L
83

S AR £ AT 7 AT (R AR )

S WA AP 7 LT

W
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i B Bt

Facial nerve stimulation gg & # ' ;%

Transient electrical shock # pF {2 3 5

Skin burn due to excessive heating of the ex-
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ternal equipment ] ¢F $8 < 4 i i = g
L
Retinal tissue damage due to mechanical

trauma, excessive stimulation or excessive
heat-ing of the implant & »* 4%+ 415 ~ 45
»RE2 B R TR B S AR e e SR
3

Failure or damage to the Argus Il Implant re-
quiring it to be explanted. Argus Il & » %8 %
PR Ap A F & £ )

Fall or bump resulting from use of the Argus
Il System F]i& * & som 3 4 ek 5] & g
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CPREHT 2R
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z ¢ Argus Il Retinal Prosthesis System

(=) 1%L

L

350

Argus Il Retinal Prosthesis Kit, Right Eye (Argus 1l Retinal Prosthesis-Right Eye,

Argus Il Retinal Tack, Argus 11 VPU Implant Matching CD)

011015-001-K

Argus Il Retinal Prosthesis Kit, Left Eye (Argus Il Retinal Prosthesis-Left Eye,

Argus Il Retinal Tack, Argus Il VPU Implant Matching CD)

011016-001-K

Argus Il Video Processing Unit 013003-007
Argus 11 VPU Pouch 013931-001
Argus Il Glasses, Right Eye, Dark Lenses 012011-002
Argus Il Glasses, Right Eye, Clear Lenses 012012-002
Argus Il Glasses, Left Eye, Dark Lenses 012013-002
Argus Il Glasses, Left Eye, Clear Lenses 012014-002
Argus Il Operating Room Coil 012103-002
Rechargeable Battery 100200-010
Battery Charger 100200-006
Argus Il Clinician Fitting System 014003-007-R
Argus Il SwiftPA Software 014300-001
Argus Il Communication Adapter 014103-000
Argus Il CA-VPU Cable 014913-000
Argus Il CFS-CA Cable 014916-000
Argus Il Touch Screen Monitor 014932-000
Argus Il Archive Drive 014931-000
Argus Il USB Security Drive 014984-000
Argus 11 USB Data Transfer Drive 014985-000
Argus Il USB Video Settings Drive 014986-000
Argus Il VPU Screwdriver 014972-00
Argus Il Camera Rotation Tool 014993-00
Argus Il Glasses Screwdriver 014973-000
User Input Device 130150-161
Argus Il Retinal Tack 011006-000
Argus 11 VPU-Implant Matching CD 011007-004
Argus Il Cable Clip 014974-000
Argus Il Nose Piece 012030-001
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Conjunctival congestion &%=t 5

Choroidal detachment #% %, »=4 3

Hypotony i p% /&

Ocular inflammation p% g3 %
Ocular pain p% -7 &
Suture irritation L3 §1

Uveitis § & "t

Circumferential vitreous band traction 7L 33 %% % & 2
&5l
Choroidal effusion *% % %4 -k

Conjunctival dehiscence or erosion & %% B

Inflamed conjunctiva & g &

Corneal abrasion & "=

Corneal filaments & % 5%

Corneal opacity % %8 §
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Corneal vascularization 4 %Cx § 3 2

Cystoid macular oedema ¥ sz % -k 6

Dry eye i F%

Epiretinal membrane AR 3 %50 %

Filamentary Kkeratitis %% & %

Headache #g %

High intraocular pressure % p2 &

Hyphaema # % # x

Keratic precipitates & %7 ik 3~

Significant decline in light perception g & # & % % i

(&

Nausea g

Increase in nystagmus % Ik & ¥§

Proliferative vitreoretinopathy 3§ = {3 35 # 4R 4 %575
%

Retinal detachment AR 4 %4 &

Scleritis ¥ 5%

Rubeosis ‘= %

Vertigo p* &

Watering eyes /i i

Vitreous haemorrhage 773 %2 1) &

B B

Phthisis Bulbi

Sclerotomy Leak

Corneal Ulcer

Conjunctivitis

Eye Irritation

Herpetic Keratite

Oculocardiac Reflex

Retinal Edema

Conjunctival Erosion

Scleral Erosion

Recurring infections

Endophthalmitis with enucleation

Fibrin/Fibrosis Retropupillar

Blepharospasm

Persistent visual phenomena

Electric shock
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Facial nerve stimulation gg & #¢ 55 &k

Transient electrical shock # p¥ |+ 7 k&

Skin burn due to excessive heating of the external
equipment F] ¢k 38 & 2 g 2l B 1§

Retinal tissue damage due to mechanical trauma, ex-
cessive stimulation or excessive heat-ing of the implant
d TSR AL~ B2 18R TR Fag S AR
P A G

Failure or damage to the Argus Il Implant requiring it
to be explanted. Argus Il 15 » #8 4 szt dp ek m 3§
£ pEBe

Fall or bump resulting from use of the Argus Il System
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