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X+ &~ L4L : Argus II Retinal Prosthesis System

E 35

it g 1%
Argus II Retinal Prosthesis Kit, Right Eye (Argus II Retinal Prosthesis-Right 011015-001-K
Eye, Argus II Retinal Tack, Argus II VPU Implant Matching CD)

Argus II Retinal Prosthesis Kit, Left Eye (Argus II Retinal Prosthesis-Left 011016-001-K
Eye, Argus II Retinal Tack, Argus Il VPU Implant Matching CD)

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

%%y & ¢ © Second Sight Medical Products, Inc.
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1. *pkipsk? ¢ vz % 2k B2 g4 %

1% |3 AR

33% Conjunctival congestion % %-~c x

11-25% Choroidal detachment #% & %] 4t
Hypotony < p% &

Ocular inflammation p% -3 3.
Ocular pain F% pf-J% 5

Suture irritation 430 1k

Uveitis § & "% &

<10% Circumferential vitreous band traction .33 %8 % &)z 5 % 31
Choroidal effusion #% & %4 -k

Conjunctival dehiscence or erosion % %% #

Inflamed conjunctiva & %3 &

Corneal abrasion # %=

Corneal filaments # %% ‘m 3%

Corneal opacity % %2 J§

Corneal vascularization & 5w g 3 2

Cystoid macular oedema § s % $% K 8
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Dry eye s¢ % Jg

Epiretinal membrane AR 4 ¥ %=

Filamentary keratitis 5% & & %5

Headache 2 %

High intraocular pressure 3 p% /&

Hyphaema # 5 # x

Keratic precipitates & %35 Jik 7

Significant decline in light perception j* % 4 &8 % % 1%
Nausea g =

Increase in nystagmus p% I 2 ¥¢

Proliferative vitreoretinopathy 3 # 12 gt 7§ #AR 4 5075 %
Retinal detachment AR 3 ¥541] 3

Scleritis ¥ 5 %

Rubeosis ‘= %

Uveitis § & "% %

Vertigo F% &

Watering eyes i ik

Vitreous haemorrhage 7 33 48 1! -

2. T FLA U BN TRAEA Y MBI 0 LF T AE 2 ELBIY)

Sl TP A E

Facial nerve stimulation g & #¢ & §| %

Transient electrical shock #7F# {4 T ik 5

Skin burn due to excessive heating of the external equipment F] #F 3%~ i i £t 18 = g F
¥ i

Retinal tissue damage due to mechanical trauma, excessive stimulation or excessive heating
of the implant & 8 4# 42 A1 5 ~ 15~ M2 3F R Tt B & il e 54F
Failure or damage to the Argus II Implant requiring it to be explanted. Argus II & » %8 %
S F 0 L St N

Fall or bump resulting from use of the Argus II System F] & * k st # 4 0k 5| & g

S Grgr B gt 33 §E AR e 5 £ jie(standard vitreo-retinal surgery) ~ AR e w0 S A
(peeling of an epiretinal membrane)f=i¢ * F %F (scleral band)F M <k *&

Suprachoroidal haemorrhage #% % % F %% ) o
Ptosis fx g * &
Intrusion/extrusion of the scleral band ¥ =4 = » /F/&R

Macular hole ¥ 5z %] 3¢
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ATt i v AP & OSE | R S B 1 BS(clear cornea phacoemulsification)# *4 -k £ £
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Cortical drop in vitreous or vitreous prolapse 3 33 8 A F % j5 &% gL 3§ 48 % o)

© fri 4 %22 B pis(canthotomy) s B (R '&

Improper apposition of the eyelids P2 pg %+ & 7 §
Chronic irritation at the lid margin p% p& 1§ % M 1+ §1 %

AR Y 2LRM - FABfR A MRk

Chest pain %9 8%

Urinary retention 5% i §

Myocardial infarction < 3T %

Pulmonary embolism #* > &

Deep vein thrombosis ;&3R8 3% 7% & 12>
Respiratory failure =¥ ¥ % &

Blood loss requiring transfusion % = @ 3 & ﬁa?li
Systemic infection > £ 4 & %

Prolonged hospitalization #f £ @ fx

Allergic reaction to anaesthesia ¥4 ¥ 2 2 B4 F J&
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Orient EuroPharma Co., Ltd

Version: 13 Apr 2013

MR TS 2 B REGREME X E S HE Orient EuroPharma Co., Ltd. (#5225, B2EHR)
Famil: pharmacovigilance@mail.oep.com. tw

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

BREHLIMR | BRI E KA THEERE A 4% Argus Il Retinal Prosthesis System
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BFih | | &=

AN O drdeam & (Initial) O s g - F A (TFollow-Up)
2. mMAEW
5 SRR 5] O O
& 7, E D - -
Hi & B R &R B R
2% cm M kg
3. BHEBEMERARTM
EREHLS HABH HE8
Argus II Retinal Prosthesis System &t * A B &t £ A B
4 FREABRR
FAREBLEH
#LAH & 7 £ A X CEER £ A 5
FRREB A (Check all appropriate) B R

E¥A RSB (Serious) O #& 2 44 4 Certain

O ste O 48T st 48 3 Probable/Likely

O & R A&

*[ %48 ff] Possible
O # & T #2748 i Unlikely
O #48 # Not related
O #&:%3F & Unassessable

O % 285 AR R R B AL IRER
O 3 g8 A& A PE 7R
O #& 54 R MR
OEFEEUBARALSE
O 48 #F R &K (Non-Serious)
BRAFRAREATARE? O OF O &8:%F4 0O F @M ©Not applicable)
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*EE T8 H e £ R ARSI — Okt (FREAL  FHMEFRHEE)
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FRERBEE BELR)

Reference Informetion:

BEAART LML FRRE

Choroidal detachment 8 4 2 4| &
Choroidal effusion §k & 5 # 7K
Circumnferential vitreous band traction 3 3% 22 B & & 3 %3]
Conjunctival congestion £ 58 7, .
Conjunctival dehiscence or erosion # i 2/ 7
Corneal abrasion & B85

Comeal filaments f B8 #= 8%

Comeal opacity £ B8

Comeal vascularization # 8 d /@3 £
Cystoid macular cedemna & 13 448

Dry eye $£8LE

Epiretinal membrane 78,48 % A7 8
Filamentary keratitis & & £ i %

Headache 5575

High intraocular pressure % 88 /&

Hyphaema A7 & 4§ iz

Hypotony &8 &

Increase in nystagmus 85 35 E 3

Inflamed conjunctiva 4% 8 2 %

Keratic precipitates £ 8 it 4

Nausea &

Ocular inflammation & &5 4 %

Ocular pain 8 5§ 5 5

Proliferative vitreoretinopathy 32 £ 4 5% 58 34 48 A58 5 %
Retinal detachment #3458 £ &k

Rubeosis £r 4%

Scleritis ¥ 8 %

Significant decline in light perception & /& /7 B2 % % &
Suture irritation 4 £ 4 &

Uveitis § B %

Uveitis H H 2 4

Vertigo 85 &

Vitreous haemorrhage 3% # 8% tH .

Watering eyes i &

SREAESEATHBE T RFF @aaEN)

Facial nerve stimulation 5 & #9428 4 8
Transient electrical shock % 851 E R &,

Skin burn due to excessive heating of the external equipment B 254 7 18 2 ik 55 60 12 B 1015

Retinal tissue damage due to mechanical trauma, excessive stimulation or excessive heat-ing of the implant g 7 #& 5% £ & ~

AR BEMNEARE AN sE G

Failure or damage to the Argus IT Implant requiring it to be explanted. Argus IT ¥ A # L S REAME R Fi5H b
Fall or bumnp resulting from use of the Argus IT System B /& B & &% %8 4 sk R 504

Page 2 of 2
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1. B 2 L4 SRS 2 A4 TRER I
2. Bt ® <2 L4 Argus II Retinal Prosthesis System
3. A%
RS -4 pik

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

4. %l:% B Second Sight Medical Products, Inc.
5. g BofT W 7ot USA
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12744 San Fernando Road, Building 3, Sylmar, CA USA 91342

3. AERL AR SNTRD T2 SEAt
Z AR TR
1. Bp BE %5:),%; B4t * 2 F % ¢ (Line Listing)
2. BIp2HBCE ¥ BH 2 2 F &% i (Line Listing)
3. Ea‘a]ﬂﬁjé_%%:)ﬁ ®Bit 7 2 F % ¢ (Line Listing)
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B ot
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B B ot

Conjunctival congestion

Choroidal detachment "%

Hypotony 4 p% &

Ocular inflammation p% B3 X

Ocular pain % B-% 5

Suture irritation H4 {1

Uveitis § % "X

Circumferential vitreous band traction 3 33 %8

EEAE S

Choroidal effusion *% % ¥4 -k

Conjunctival dehiscence or erosion 2 %% B

Inflamed conjunctiva 3 %23 3

Corneal abrasion & %z

Corneal filaments & % % 5%

Corneal opacity % %8 §

Corneal vascularization & *x # 3 2

R g ok

Cystoid macular oedema
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Dry eye iz % JE

Epiretinal membrane AR 4 %m0 -

Filamentary Keratitis %4 & %5

Headache #g

High intraocular pressure % p% &

Hyphaema # % ## s

Keratic precipitates % %537 ik $»

Significant decline in light perception j* & 4 &2
¥312

Nausea vk

Increase in nystagmus p% I 2 ¢

Proliferative v1treoret1n0pathy WA g I WAL
K "3":]]% B

Retinal detachment 4R 4 %% 3

Scleritis ¥ 5%

Rubeosis = %

Vertigo p% &

Watering eyes it i%

Vitreous haemorrhage .33 48 )

i 2Ll
QP

GRS M R A PR AR T )R

B~ WA AR 7 L

W
T
S

[}

[}

B P

¥ T

Facial nerve stimulation g & #¢ 5§ %

Transient electrical shock #pF |27 k5.

Skin burn due to excessive heating of the ex-
ternal equipment ] 7h 2% A 2 iF# i S g F

\2] 1-;

Retinal tissue damage due to mechanical trau-
ma, excessive stimulation or excessive heat-ing
of the implant d ™8 8£1 1 ~ 48~ f82 iF
B Fuid S it e e S

Failure or damage to the Argus II Implant re-
quiring it to be explanted. Argus I & » #8 %
PR 7R £

Fall or bump resulting from use of the Argus II
System F] & * & sud 3 4 ok 5] S AR

CEALI RPN @ st

I A= TARD FRP ATR T A Be(S =) ¢
2. »ARARL TALD RPN PS4 (@ T k) ¢
3. AAFL EARDEEP R F PR

PR LA

g E 5
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LoBHY ¥ T BRATE Z R IR S
2. B #E < %4 : Argus Il Retinal Prosthesis System
3. AlEL

i A

pik

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

011015-001-K

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

011016-001-K

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

o

- ”
LIS

Ly
3
Choroidal detachment #% & %] 3

Hypotony 4 p% i

Ocular inflammation p% B3 X

Ocular pain % B-%

Suture irritation H4 {1

Uveitis § % "X

Circumferential vitreous band traction 3 33 %8

B R E RS

Choroidal effusion *% % ¥ -k

Conjunctival dehiscence or erosion %2 %% B

Inflamed conjunctiva % %3 &

Corneal abrasion & %1

Corneal filaments & % % 5%

Corneal opacity % %8 7§

Corneal vascularization 4 % § 3 2

Cystoid macular oedema 5 32 % t% -k &
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Dry eye iz % Jx

Epiretinal membrane AR 4 ¥ -

Filamentary Keratitis %4 & %5

Headache #g

High intraocular pressure % p% &

Hyphaema # % ## s

Keratic precipitates % %537 ik $»

Significant decline in light perception g % 4

M¥+®id

Nausea vk

Increase in nystagmus p% I 2 ¢

Proliferative vitreoretinopathy 3§ # {4 7t 33 %8
AR VR %

Retinal detachment 4R 4 %% 3

Scleritis ¥ 5%

Rubeosis = %

Vertigo % &

Watering eyes it i%

Vitreous haemorrhage #3348 ) &
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Facial nerve stimulation g o #¥ (5§

Transient electrical shock #pF |27 k5.

Skin burn due to excessive heating of the external
equipment F]?F 3R 2 iF g ehgd K i}

Retinal tissue damage due to mechanical trauma,
excessive stimulation or excessive heat-ing of the
implant >S8R A1 G ~ 150 M2 B R Tk
B S AL R i B i

Failure or damage to the Argus II Implant requir-
ing it to be explanted. Argus IT {2 » %8 % »x 2t 4
BE I e, T

Fall or bump resulting from use of the Argus II

System F] i * i i@ 3 4 ok 5] S AR
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