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Eye health care is a rapidly expanding market.

Retinal imaging requires constant technology
innovation from physics and computer science.
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Finland [E
Optos — logen

OG - logen

OPKO — None

China

Optos — Global Vision
OG — Topcon
OPKO - Shen‘yang

Japan
Optos — Chuo Sangio
OG - Qualitas

| OPKO - None

Italy
Optos — Oftalmedica
OG - Polyoftalmica

| OPKO — Newtech

South Korea
Optos — Seokwang
OG - Wooree Tech
OPKO - Humanplustech

Turkey
Optos — VSY

OG - VSY & GeM
OPKO — Nidek Turkey

Optos — Biomedix
OG — Mehra Eyetech
OPKO - Biomedix

[ Direct

I Core Distributor

1 Other Distributor
® Offices

OPTS 22 Feb 2013 09:21:24 GMT Optos revenue 2012 Optos profits 2012

199.12 p 1 e 7o12 $196.4m™ s lor $25.9mt  “enson
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Diabetic retinopathy incidence in +40 year-old
diabetics in the US is 28.5£4% [1].

The cost of diabetic retinopathy to the US is
approximately $500 million annually [2].

The demand for eye-care services in
The Netherlands will increase by 200-300%
between 2010 and 2020 [3].

[1] Zhang X, et al. JAMA. 2010 Aug 11;304(6):649-56.
[2] Javitt JC, et al. Diabetes Care. 1994;17(8):909-917
[3] Keunen JE, et al.. Ned Tijdschr Geneeskd. 2011;155(41):A3461
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Marmal vision Diabetic retinopathy

Age-related macular degeneration Retinal detachment
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Fluorescein
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Aga-related macular degeneration

Aga-related macular degeneration

Retinal detachment
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Diabetic retinopathy
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Aga-related macular degeneration
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Challenge:
uptake of technology
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Birth of ophthalmic imaging

[1] Keeler CR.Arch Ophthalmol. 120(2):194-201.

[2] Gerloff O. Ueber die Photographie des Augenhintergrundes. Klin Monatf Augenheil 1891,29:397.
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Laser scars ' - Dlo
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2004...

Digital Journal of Ophthalmology
www.djo.harvard.edu
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Retinal detachment __ — ==
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Digital Journal of Ophthalmology
www.djo.harvard.edu
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Laser scars ' - Dlo

Digital Journal of Ophthalmology
www.djo.harvard.edu

£50.99
B e

+ £4.98 postage
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Figure 1. A typical bedside indirect ophthalmoscopy examination drawing.
[1] Moshfeghi DM. Review of Ophthalmology. Nov. 2007
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The present gold standard for ROP screening is binocular
indirect ophthalmoscopy by an ophthalmologist experienced
in the sequential changes of ROP. This recommendation
comes from the Policy Statement on ROP screening from
the AAQO, the Section on Ophthalmology from the American
Academy of Pediatrics, and the American Association for
Pediatric Ophthalmology and Strabismus. ...

v - n macuia Jan \_/

On periphery (Jnl
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Figure 1. A typical bedside indirect ophthalmoscopy examination drawing.

[1] Moshfeghi DM. Review of Ophthalmology. Nov. 2007
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The present gold standard for ROP screening is binocular
indirect ophthalmoscopy by an ophthalmologist experienced
in the sequential changes of ROP. This recommendation
comes from the Policy Statement on ROP screening from
the AAQO, the Section on Ophthalmology from the American
Academy of Pediatrics, and the American Association for
Pediatric Ophthalmology and Strabismus. ...
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... Interestingly, there has never been a study validating the
reproducibility or reliability of this technique. [1]

[1] Moshfeghi DM. Review of Ophthalmology. Nov. 2007
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Visual field' Normal ’:i'::s;ﬁ: Defects Defects
L L A& DA J
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An Optic Nerve Head
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athway Suspected pathway Refer to
P COAG pathway consultant
pag(::e8—9) (see page 10) (Sﬁ§f1a39)es ophthalmologist

[1] Diagnosis and management of chronic open angle glaucoma and ocular hypertension.
NHS National Institute for Health an Clinical Excellence (NICE). Apr 2009.
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[1] Klein T. Optics Express. 19(4):3044-3062 (2011)
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Mail Online o

Home | News | U.S. | Sport | TV&Showbiz | Femail Science | Money | RightMin

Done in the blink of an eye: New
30-second retina scan could
prevent thousands of heart
attacks every year

+ High-def images will pick up signs of cardiac disease

By LUCY OSBORNE and JULIE-ANNE BARNES
PUBLISHED: 06:58, 10 April 2012 | UPDATED: 06:59, 10 April 2012
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Done in the blink of an eye: New
30-second retina scan could
prevent thousands of heart
attacks every year

+ High-def images will pick up signs of cardiac disease

By LUCY OSBORNE and JULIE-ANNE BARNES
PUBLISHED: 06:58, 10 April 2012 | UPDATED: 06:59, 10 April 2012

The test, pioneered by experts at the University of Edinburgh, will look at 1,000
patients with suspected heart disease. The study will prove whether scans can detect
signs of heart disease, which can be difficult to diagnose.

Researchers will use specialist equipment on loan from Optos — an eye care company
based in Dunfermline, Fife.
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Market clearance in the USA ¢ Opt_OS®

& Special 510(k) A

§ Abbreviated 510(k)  Classes I, Il Il

& Traditional 510(k)

& Premarket Approval } Class llI

FDA
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Average number of
days to clearance:
2006 - 97 days
2007 — 110 days
2008 —118 days
2009 - 136 days

2010 - 146 days
2011 - 138 days

70.0%
60.0% \
50.0%
40.0% =4—0-3months
== 3-6 months
30.0% ~#=6-9months
avy
==9-12 months
== 12+months
20.0%
10.0% -+
/
0.0%
2006 2007 2008 2009 2010 2011

[1] Emergo Group. http://www.emergogroup.com/research/fda-510k-review-times-research 2013-01-31
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And so on...

Flow chart for

assessment edi for in
Directive 93/42/EEC on medical devices

coniorm :
[ )| oS
e ko s 3 ool e
woouLe s Yo |” wooLEF "
1 probcicn oty asrncs G
A | NG Sesessas o etors te onuoctirers ity
) s s o A
NG et —
oy

MOOULED

o y—
6 e snimeeitts

froduct
e
Typsof
et
EC veico oo
N varfvs nd crtfiss ot
Froducts codorm wih th echocal e
EC tpo uamintin
s >
OOULE S ” roducn Quky Assronce ver
o
> Lo
o
Froouct =
s
Decss e cnical for speciol punposes (o W)
it ond The monufochre deckes ik
Fgremons
Medial devices. bearng
e — Manufacturer declaration
rkatad 5. ot e
o x5 et 12) Pro asarance oo V)
e NE assasses and marstors the No
o manufact ity system ory
e congh
WOOULE D CE marking

© www.CE-marking.eu  www.CE-marking.com www.CE-marking.net www.CE-marking.org
www.CE-marking.us www.CE-marking.cn  www.CE-marking.de www.CE-marking.co.uk

Sunday, 3 March 13

22

o optos’

Building The Retina Company

23



Congratulations...
now the bad news

o optos

Building The Retina Company

S013485 - ~2003/150 9

e
el
v

K",
o]
Q

"
=
0
or
=
3
o0
¢
a-.
e
®
-
4
-
&

001-2
Medical Devices -
Quality m 1Y Management Systems
Internal Rudit Checklist and Guide

}A

LR RRRRLRRRRRRLLRRRLN £ A

FOOD & DRUG
ADMINISTRATION

21 CFR
Part 820
QUALITY SYSTEM REGULATION

GOOD MANUFACTURING
PRACTICE FOR THF
MEDICAL DEVICES

Revised as of April 1, 2009

L

FOOD & DRUG
ADMINISTRATION

21 CFR

Part 11
ELECTRONIC RECORDS;
ELECTRONIC SIGNATURES

Parts 210 & 211
CGMP IN MANUFACTURING,
PROCUSSING, PACKING,
OR HOLDING OF DRUGS AND
FINISHED PHARMACIUTICALS

| Part 820

QUALITY SYSTEM REGUIATION
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Summary o optos’
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Eye health care is a rapidly expanding market; its
estimated growth is $1,097m by 2016.

+

Retinal imaging requires constant technology
innovation from physics and computer science.

Do work with us!

Sunday, 3 March 13 32



Contact me at

Sunday, 3 March 13

Thanks for
listening

Optos plc

Queensferry House
Carnegie Business Campus
Dunfermline

Scotland KY11 8GR

UK

T +44 (0)1383 843300

D +44 (0)1383 843327

F +44 (0)1383 843333

E jvanhemert@optos.com
W www.optos.com
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Dr Jano van Hemert
Imaging Research Manager
& Academic Liaison
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