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A PROSPECTIVE, MULTICENTER CLINICAL TRIAL OF THE

IMPLANTABLE MINIATURE TELESCOPE (IMT) IN PATIENTS WITH
CENTRAL VISION IMPAIRMENT ASSOCIATED WITH AGE-RELATED MACULAR
DEGENERATION (AMD) OR STARGARDT'S MACULAR DYSTROPHY
* STUDY OUTLINE ©8

OBJECTIVE The primary objective of this pivotal Phase |I/lif study is to evaluate

- the safety and effectiveness of the Implantable Miniature
Telescope (IMT) for the improvement of visual acuity in patients
with bilateral moderate to severe central vision impairment due to
age-related macular degeneration or Stargardt's macular
dystrophy. Given favorable 12 month follow-up results, this trial is
intended to form.the basis for the submission of a Pre-Market
Approval (PMA) application with the U.S. Food & Drug .
Administration to seek approval to market the IMT in the U.S.

PATIENT A total of 200 eyes with bilateral, stable untreatable central vision
POPULATION disorders (untreatable AMD or Stargardt's macular dystrophy ) will
be implanted. The procedure will only be performed monocularly.

STUDY DESIGN This will be a prospective multicenter clinical trial in which a total of
200 consecutive eyes will be implanted and followed over 24
months at up to.thirty (30) clinical sites. Enroliment will be
continuous; however VisionCare will provide interim clinical reports
to the Food & Drug Administration (FDA) at the following intervals:

3-month follow-up on the first 25 patients
3-month follow-up on the first 50 patients
3-month follow-up on the first 100 patients
3-month follow-up on the first 150 patients.

Patients will be screened for eligibility, and informed consent will be
obtained from those who meet screening criteria and are interested
in participating in the study. Eligible patients will be examined
preoperatively to obtain a medical history and to establish a
baseline for ocular condition. Baseline measurements will mclude
successful use of an external telescope. :

NO PATIENT MAY BE ENROLLED IN THIS STUDY WITHOUT PRIOR
" WRITTEN ENROLLMENT AUTHORIZATION APPROVAL FROM VISIONCARE.
AN ENROLLMENT AUTHORIZATION FORM MUST BE COMPLETED AND
. APPROVED BY VISIONCARE PERSONNEL FOR EACH PATlENT PRIOR TO
. TREATMENT ' .

Postoperatively, patients will undergo a complete ophthalmic
~evaluation at regular intervals as specified in this protocol.

VisionCare Ophthalmic Technologies, Inc .5 : Protocol IMT-002
Confidential Amendment #1 :
: February 10 2003
VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IMT)

PAKNATA AMENDMENT 14 ) Volume 11 of TV. Page 6



~ OUTCOME ' EFFECTIVENESS  The primary study outcome will be post-
PARAMETERS . operative best corrected visual acuity. The
’ procedure will be considered successful if there
is an improvement of 2 lines or greater in either
‘near or distance acuity in 50% of the implanted
- . eyes at 12 months post-implantation.

Quality of Life (ADL and VFQ-25) will be used
as secondary measurements of procedure
success.

SAFETY Primary safety outcomes will be endothelial cell
' loss, preservation of best corrected visual acuity
(BCVA), and adverse events and complications.

ENDOTHELIAL CELL LOSS: The mean :
percentage endothelial cell loss will not exceed
17% one year post IMT implantation.

PRESERVATION OF BEST CORRECTED VISUAL
Aculty: No more than 10% of implanted eyes
will experience a loss of more than 2 lines of
either near or distance BCVA without a
corresponding improvement (gain of 2 lines or
more) in BCVA (a gain of 2 or more lines of near
BCVA in eyes with loss of more than 2 lines
distance BCVA, and vice versa).

EXAMINATION- The examination schedule is as following:
SCHEDULE o E
. « Preoperative evaluation (Day —45 to -3)

Operative evaluation (Day 0, the day from which all future visits

are scheduled)

Day 1 (18 to 36 hours postoperatlve)

Day 7 (4 to 10 days postoperative)

1 Month (2 to 6 weeks postoperative)

3 Months (6 to 18 weeks postoperative) _

Vision training at 1, 2, 4, 6, 10 and 12 weeks (+/- 4 days)

6 Months (18 to 32 weeks postoperative) ’

9 Months (32 to 44 weeks postoperative)

12 Months (44 to 56 weeks postoperative)
. 18:Months (66 to 78 weeks postoperative)

24 Months (90 to 102 weeks postoperative)

NOTE: The visit windows described above allow for the possibility that
two visits could be scheduled within one week of each other. This should
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NOT occur. Follow-up visits from 1 month through 24 months should not
be scheduled less than six weeks after the previous visit.

CLINICAL The following clinical parameters will be measured:
PARAMETERS
1. Best corrected visual acuity (distance and near)
2. Manifest refraction
3. A-Scan (baseline only) -
4. Intraocular pressure (by applanation tonometry)
5. Slit lamp examination
6. Fundus examination and photography (baseline only)
7. Fluorescein angiography (baseline only)
8. Endothelial cell count _
9. Activities of Daily Life questionnaire/VFQ-25.
10. Pachymetry

NOTE: All personnel at the study site who participate in the conduct of this study
must be trained by the study Sponsor, the Clinical Monitor or their designee on
the requirements of the protocol and the testing methods referenced therein. The
Study Investigator or their designee familiar with the conduct of the Study is
expected to train personnel who join the Study while it is in progress.
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1.0 INTRODUCTION & RATIONALE

MACULAR
DYSTROPHIES

Acquired and hereditary macular dystrophies are the leading cause of
central vision impairment and blindness. Age related macular
degeneration (AMD) is the most common form of macular dystrophy.
Macular degeneration refers to the breakdown of cells in the macula
(the center of the retina). Some degeneration is an inevitable
consequence of the aging process. However, when it is coupled with
the loss of sight in the central part of the field of vision, an underlying
pathology is considered present. It is estimated that in the US, AMD
affects 1% of all 55-year-olds, and the incidence increases with age,
reaching approximately 15% among those aged 80 and over (1). With
increasing longevity, it is anticipated that the incidence will increase
significantly (1). :

The main effect of AMD is to reduce the ability of the individual to
engage in everyday activities that require clear central vision. it is
associated with elevated risk of depression, increased levels of
dependency, and an overall decrease in the quality of life (2-4).
Currently there is no effective treatment for the majority of patients.

For a minority of patients, (i.e., those with wet AMD resuiting from
choroidal neovascularization (CNV), advances in new therapies have
led to improvements in the management of the rate of vision loss. New

. treatments include photodynamic therapy, trans-pupillary thermal

therapy, submacular surgery and photoablation. However, no viable
treatments are available for the several hundred thousand individuals
with moderate to severe central vision loss due to late stage dry,
atrophic AMD, end stage CNV with disciform scar and other
maculopathies such as Stargardt's macular dystrophy.

" The only corrective interventions currently available are low vision aids

such as special spectacles and head-mounted or-hand-held
telescopes, which magnify images onto the retina. These aids are
widely available but have only limited acceptance by patients. Patients
find these aids bulky, uncomfortable and unattractive. In addition, use
of external telescopes requires suppression of natural eye movements.
Instead, the patient has to leamn to scan the visual field by moving
his/her entire head. If not properly adapted to this behavioral change
requirement, a conflict between the visual and vestibular systems will
arise, resulting in nausea.
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THE
IMPLANTABLE
MINIATURE
TELESCOPE
(IMT)

VisionCare's Implantable Miniature
Telescope (IMT™,) is an intraccular
implant which, when combined with the
optics -of the comea, constitutes.a
telephoto lens (Figure 1). The IMT
contains two micro lenses, which magnify
objects in the central visual field, allowing
the patient to see without the need of
external low-vision aids. A magnified
image.is projected by the IMT onto the
retina, enabling the patient to recognize

RSB,

Figure 1. The IMT and identify-objects that could not
; otherwise be seen. The IMT provides
L improved near or distance vision

correction in the same fashion as an external telescope (Figure 2).

The optical component is embedded in a carrier, which is intended to
be implanted in the capsular bag in the posterior chamber of the eye, in
place of the eye’s crystalline lens. It is held in position by haptic loops
using a surgical procedure similar to that used in refractive cataract
surgery.

The IMT is indicated for use in patients with bilateral, stable macular
degeneration or Stargardt's macular dystrophy. Vision loss must be
sufficiently advanced to have caused significant or complete loss of
normal central vision, but adequate peripheral vision must be retained.
The IMT is only lmp!anted in-one of the patient's eyes. Inthis'way, the
implanted eye provides central vision and the non-implanted eye can
continue to provide peripheral vision. :

jentation verformance
isual performance

visual performance
23

sgal performance

Figure 2. Image quality distribution with:the IMT
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ADVANTAGE OF
THE IMT OVER
ALTERNATIVE -
LOW VISION
TREATMENTS

DIFFERENT
MAGNIFICATIONS
AVAILABLE

PHASE |
RESULTS

- The primary advantage of the IMT over alternative treatments for low

vision is that the IMT allows scanning of reading materials and other
images using natural eye movements, rather than head movements.

" Since there is no relative movement between the eye and the
- telescope, there are no optical aberrations and a wider visual field

(central field of 20° or more on the retina) is achieved. The placement
of the magnifying device entirely inside the. eye eliminates increased
speed of motion and vestibular conflict.

If there is further deterioration of the macula after the -implantatio_n, the
amount of magnification can be significantly increased by bringing the

- object closer to the eye and adding low-plus eyeglasses (+1.00 to
© +3.2 D). With glasses, up to 8X magnification can be achleved at18

cm with the Wide Angle (WA) 3.0X IMT.

For this study the IMT is available in two magnifications:

o Wide Angle (WA) 2.2X
e Wide Angle (WA) 3.0X

Both lenses are predominantly for the restoration of intermediate-far
vision (increasing the ability to view objects several meters away from

~ the patient; enables better spatial orientation).

Patients will be given the opportunity to choose which'type of visual

_restoration is more meaningful in their lives by wearing the different
- ‘corresponding extemal telescopes for a proper period of acclimation -

before selecting the IMT that is likely to provide the preferred vision
enhancement,

INITIAL CLINICAL EXPERIENCE

Phase.l ofanF DA-approved IMT clinical study. (IDE G000115) was

- completed with 12 months of patient follow-up. A total of 15 patients

were enrolled, and the IMT was implanted in 14 eyes. :One eye was
not successfully implanted due to an inadequate capsulorhexis

. associated with capsular tear that was further complicated by vitreous
-~ loss and choroidal hemorrhage. As a resuit of these intraoperative
complications, the surgical procedure was aborted. This patient was

subsequently excluded from all data analyses. All remaining 14
patients completed-the 3-month and 6-month examinations and 13

patients retumed for the 12-month examlnatlon One patlent died
before the 12-month vnsut X

" NOTE: The model IMT used in this Phase | study was a 3. 0X, since

. the study was conducted before the avallablllty of any Wide Angle '

IMT’s.
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PATIENT

DE_MOGRAPHICS

The study cohort was composed of 14 eyes from 14 patlents with a
mean age of 80 years (range 74-89 years). Over half of all patients .
(64.3%) were female. At baseline, all patients had normal slit lamp
examination, other than the presence of a cataract, and normal

intraocular pressures.

TABLE 1. PATIENT DEMOGRAPHICS

5/14

-Male

9/14

(64.3%) _

Female

74-89

80

14/14
100%

Caucasian

0% -

' (35.7%)

. Conﬂdential

At 3 months, 11(78.6%) of 14 patients were reported with an
improvement of 2 lines or greater in ‘either the distance or near BCVA.
At 6 months, nine (64.3%) of 14 patients experienced an improvement
~of 2 lines or greater in either distance or near BCVA. At 12 months,
ten (76.9%) of 13 patients experienced an improvement of 2 lines or.

- greater in either distance or near BCVA. Thus, the majority of eyes .-
had at least a 2-line improvement in either near or distance best
corrected acuity over the course of the study. Figure 3 graphically
displays the lines of improvement in either distance or near best
corrected acuity 12 months post—IMT implantation.

IMPROVEMENT
OF 2 LINES OR
GREATER .
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. DISTANCE "
VISUAL ACUITY
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- Distance BCVA Line Change .

. Flé_URE 3. Improvement of Vision 12 lmonths p_ost-implantatidn

Best corrected distance visual acuiti‘és for the 14 i'mplanted patients
are summarized in TABLE 2, below. Seven (50.0%) of the 14 patients -

at 3 months and 6 months had an improvement of 2 lines or more in

distance BCVA and seven (53.8%) of the 13 patients examined at 12 a

months experienced an improvement of 2 lines-or more in distance :

"BCVA. One patient (001-01-003) had a loss of one line of best

corrected distance acuity, from 20/100 to 20/163, at 3 months,
however, best corrected near visual acuity improved.-from 20/533 .

(20/266 at 6") to 20/60 during the same period. At 6 months and 12 '
. months, best corrected distance acuity for this eye |mproved to

20/100 and 20/80 respectlvely
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TABLE 2. BEST CORRECTED DISTANCE VISUAL ACUITY AT 3, 6 AND 12 MONTHS

3 MONTHS

6 MONTHS

12 MONTHS

DISTANCE VISUAL (n=14) (n=14) (n=13)
. Acuity T :

oy Tw morelmes T AN R NYT -
from baseline - | :
Gained onelinefrom - - | 1+ | 71% | 3 {214% | 5 | 38.5%

| baseline : .

| Less than onecomplete | 5 .| 35.7% '. 4 | 28.6% »_1.- 7.7%
line change from baseline | N :

(no change) -
Lost one line from baseline | 1 | 7.1%

- | Lost two or more linesfrom { 0 | 0.0%
baseline -

0.0% | 0 | 0.0%
0.0% | 0 | 0.0%

ol|o

NEAR VISUAL - - Results of best corrected near visual acuity are shown in TABLE 3. Of
AcuIty the 14 implanted patients, 8 (57.1%) and 6 (42. 9%) of the 14 patients
© _experienced an improvement of 2 lines or greater in near BCVA at 3
- months and 6 months, respectively. Six (46.1%) of the 13 patients at’
12 months expenenced an lmprovement of 2 lines or greater in near -
_ BCVA _

TABLE 3. BEST CORRECTED NEAR VISUAL ACUITY AT 3, 6 AND 12 MONTHS
_ - | 3MONTHS | 6 MONTHS '12-4M0_N.‘ms
" NEAR VISUAL ACUITY (n =14) (n_ =14) | (n=13)

"Gained two or more Imes | 8 |57.1% | 6 | 42.9% | 6 | 46.1% |
from baseline . : _ ] 1 )
| Gained one line from 2 |143% | 2 | 143% | 2 | 154% | .
{ baseline . _ » . B B
Lessthanonecomplete” | 1 | 7.1% | 2 | 14.3% | 4 | 30.8%
line change from baseline _ S '

(no change) D - g '
[ Lostone line from baseline 2 1143% | 2 | 143% | 1 | 7.7%

b : Losttwoormorelinesfrom| 1 | 71% | 2 | 143% | 0. | 0.0%
‘ ‘ baseline ' ' B '

A total of six patlents expenenced a loss of one or more.lines of near::
BCVA at either 3 or 6 months; only. one of the patients who returned .
.. for exammatlon at 12 months lost one or more. Imes of vision.
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ENDOTHELIAL
CELL DENSITY

Endothelial cell density (ECD) and change in ECD from baseline to 3,
6 and 12 months are shown in TABLE 4 below. Baselme endothelial
cell counts ranged from 1733 to 2916 cells/mm? with a mean of
2247.6 cells/mm? and a standard deviation of 314.6 cells/mm.2 Mean

- endothelial cell loss was 6.7% (S.D. 16.4%) at 3 months, 13.0% (S.D.
" 13.6%) at 6 months, and 13.2% (S.D. 17.3%) at 12 months. These
percentage changes from baseline to 3, 6 and 12 months are within

17%, the average endothelial cell loss reported in a survey of .
published literature on large-incision cataract surgery. However, the
wide range of endothelial cell loss (-45.8% to +15.4%) led to an
examination of the cell count data by patient. A single implanted eye

~ (Patient 001-005) had a loss i |n endothelial cell density from 2,400
cells/mm? to 1,300 cells/mm,? at 3 months, accounting for a loss of

45%. However, no further loss in cell density was reported at 6 or 12
months, at whlch time endothelial cell density remained stable at
1 300 cells/mm.2 '

TABLE 4. RESULTS OF ENDOTHELIAL CELL DENSITY MEASUREMENTS AT 3,6 AND
12 MONTHS .

ENDOTHELIAL ‘BASELINE | 3 MONTHS | 6 MONTHS 12
CELL DENSITY (n=14) (n=14) MONTHS
CELLSIMM2 :
MEAN 22476 | 2085.6 1935.5 1934.23
STANDARD 314.6 - 4251 292.4 354.7
DEVIATION g

| RANGE 1733 to 1300 to 1300 to 1086 to
: 2916 2710 2406 2300
% CHANGE ,
FROM BASELINE e e bl
MEAN .. -6.7% -13.0% -13.2%
STANDARD - . 16.4% 13.6% ' 17.3%
DEVIATION : : ' : ]
RANGE -— -45.8% to | -45.8% to | -45.8% to

' 15.3% 14.7% 15.4% ..

COMPLICATIONS  Of the 14 eyes implanted with an_ IMT, complications and/or adverse
events were reported for 10 eyes. Additionally, two non-ocular

AND ADVERSE

~ events were reported; these included the death of one study patient |
. 10 months after implantation of the: IMT, and surgical removal ofa
kldney stone approxumately 30 days followmg Implantatlon of the IMT.

EVENTS

The 10 ocular. events included one report of mild pigment on the lens

" at 1 month, that resolved without intervention, and a report of closure
-.of a peripheral iridotomy with pigment, observed at 1 month. This
- was successfully treated with Nd:YAG iridotomy. The remaining 8
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events consisted of late intraocular inflammation, i.e., observed one
month or more postoperatively, with varying clinical signs, including
-anterior chamber cells, fibrin, conjunctival injection, iritis and anterior -
-uveitis. Two of the 8 reports ¢f late intraccular inflammation cases .
were mild and transient, resolving in approximately two weeks with
.appropriate steroid treatment. : The other six cases required steroid
treatmenit of longer duration, however, in all but a single eye with
recurring symptoms, the inflammation resolved without sequelae.
- Investigation into the cause of this delayed intraocular inflammation
- revealed an inadequate course perioperative and:postoperative
steroid freatment, given the large incision and the size of the IMT.
- Additionally, late intraocular inflammation was not observed at clinical
~ sites which followed a regimen consisting of a depot injection of
steroid at the end of surgery, followed by Ionger-term postoperatlve
steroid use, tapering over time. .

CONCLUSIONS  The experience from this U.S. feasibility study 6f the IMT provides

FROMTHE - - initial evidence of safety and effectiveness. The majority of patients
- FEASIBILITY - experienced an improvement in best corrected distance and/or near
STUDY - visual acuity, and all but one of the complications and adverse events

resolved without sequelae. Given the absence of treatment
alternatives for this patient population, the benefits associated with
implantation of the IMT appear to outweigh the risks to the patient,

-and support the conduct of a pivotal Phase Il/lll clinical trialas
proposed in this protocol. _

2, 0 STUDY OBJECTIVE

The primary objectlve of this plvotal Phase I/l study is to evaluate the safety and -

effectiveness of the Implantable Miniature Telescope (IMT) for the improvement of visual

" acuity in patients with bilateral moderate to severe central vision impairment due to age-- - -

‘ related macular degeneration or Stargardt’s macular dystrophy. Given favorable 12 ‘
month follow-up results, data from this trial is intended to form the basis for the

submission of a Pre-Market Approval (PMA) application with the U.S. Food & Drug
Admlmstratlon to seek approval to market the IMT in the U.S.

3.0 STUDY DESIGN

This will be a prospective multncenter chmcal trial in which a total of 200 consecutwe
patients will be implanted and evaluated at a maximum of thlrty (30) clinical sites and

“followed over a 24-month period.” No patient may be enrolled in-this study without prior

. writtenenroliment authorization approval from the Sponsor or their designee. An
Enroliment Authorization Form must be completed and approved by the Sponsor or
-deS|gnee for eath patlent prior.to treatment
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4.0 SAFETY & EFFECTIVENESS PARAMETERS

4.1 EFFECTIVENESS

An improvement of 2 lines or greater in either near or distance best corrected acuity in
50% of the implanted eyes at 12 months post-implantation.

4.2 SAFETY
-4.21 - . Endothelial cell loss: Mean percentage endothelial cell Ioss less than or
" equal to 17% at one year post IMT implantation.

422 Preservation of best corrected visual acuity, i.e., no more than 10% of
implanted eyes will experience a loss of more than 2 lines of either near
or distance BCVA without a corresponding improvement (gain of 2 lines
or more) in BCVA (a gain of 2 or more lines of near BCVA in eyes with
loss of more than 2 lines distance BCVA, and wce versa).

423 Adverse events and compllcatlons

5.0 PATIENT POPULATION

- A total of two hundred (200) consecutlve patients who have provnded informed consent,
been implanted with the IMT, who are capable of comprehending the nature of the
study, and who are likely to comply with the visit schedule, are to be entered into the
study provided they conform to the following criteria. .

5.1 INCLUSION e Patients with bilateral, stable, untreatable central' vision
CRITERIA disorders (untreatable AMD or Stargardt's macular dystrophy )
- as determined by fluorescein angiography, and cataract.
o Patients must have distance BCVA between 20/80 and 20/800,
and adequate peripheral vision.in one eye (the non-implanted
eye) to allow navigation. .
e Patients must achieve at least a five letter |mprovement on the
' ETDRS chart in the eye scheduled for surgery, with the
. external telescope.
& . The planned operative eye must have an anterior chamber
-depth of = 2.5mm. :
e Patients must be available for the study duration of _
approximately 24 months and be willing to attend all visits for
) training and evaluation.
o Patients must be alert, mentally. competent and able to
. understand and comply with the requirements of the clinical
trial, and be personally motivated to abide by the requ:rements
and restrlctlons of the cllmcal trial. :
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e Patients must be able to provide voluntary informed consent.
e Patients must not meet any of the exclusion cntena below
e Patients must be at least 55 years of age.

e Patients' must sngn__and be given a copy of the written Informed
Consent form. _

5.2 EXCLUSION Evidence of active CNV on ﬂuoresceln anglography or
CRITERIA treatment for CNV within the past six months.

¢ . 'Patients who may require cataract extraction and intraocular
lens implantation during the first 12 months following IMT
- implantation in the fellow eye. If cataract extraction is
anticipated, this procedure should be performed at least 30
days prior to enroliment in the clinical study.

» Patients who have had or are expected to have ophthalmic
related surgery within the 30 days preceding implantation of the
 IMT.

¢ - The planned operative eye has:

.Myopia >6.0 D.
Hyperopia > 4.0 D. :
Axial length less than 21 mm.
Endothelial cell density less then 1600 cells/mm
Narrow angle, i.e., less than Schaefer grade 2.
Stromal or .endothelial dystrophies or disorders.

- Inflammatory ocular disease.

Zonular weakness/instability of crystalhne lens,

- pseudoexfoliation.

' Diabetic retinopathy. -

- Untreated retinal tears.
Retinal vascular disease.

" Optic nerve disease.-
History of retinal detachment

‘Retinitis pigmentosa.

-Any intraocular tumor and medical or ophthalmic ,
condition that in the opinion of the Investigator renders -
the subject unsuitable for participation in the study.

s Any ophthalmlc pathology that compromises the patient’s
peripheral vision in the fellow eye.
e Patients with an ocular condition that predlsposes the patlent 1o

' eye rubbing. ;

. e Patients with signifi icant communication |mpa|rments or severe
" neurological disorders that would prevent or mterfere with the
study requirements.
~'e" . Patients who have undergone prewous lntraocular or corneal -
-surgery of any kind in the operative eye(s), including any type
of surgery for either refractive or therapeutic purposes. '

° .-Pati'e,nts'v{/ho have a history of ste'roid-resppnsive rise in

VVVVVVY VVVVVVVYV
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intraocular pressure, uncontrolled glaucoma, or preoperative
IOP >22 mm Hg.

¢ Patients who are pregnant, plan to be pregnant or are lactating,
during the course of the study.

 Patients with known sensitivity to planned study concomitant
medications.

¢ Patients participating in any other ophthalmic drug or device
clinical trial during the time of this clinical investigation.

6.0 INVESTIGATIONAL MATERIALS
6.1 _ DESCRIPTION OF THE INVESTIGATIONAL DEVICE
In this study the IMT is available in two magnifications:
¢ Wide Angle (WA) 2.2X
e Wide Angle (WA) 3.0X
Both lenses are designed predominantly for the restoration of intermediate-far vision
(increasing the ability to view objects several meters away from the patient; enables

better spatial orientation).

Device configuration and components are shown in Figure 4, and described below.

HAPTIC LTOP

&5 - TELESCOPE

5 casRiEn
LIGHT nasmtcro &/
N

FIGURE 4., 3.0X IMT (LEFT).AND WA IMT COMPONENTS

The IMT is composed of ‘thrée primary components; quartz glass optics, a clear
polymethyl methacrylate (PMMA) carrier; and a blue PMMA light restrictor. The optical
component is snap-fitted into the carrier. All materials are “biocompatible for long-term
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ocular lmplantatlon per ISO 10993 One of the mtemal components (notin contact with
body fluids or tissue) of the IMT includes the use of stainless steel which may interfere
with the safe use of Magnetic Resonance Imaging (MRI).. Until the IMT’s MRI
compatibility has been established it is considered contraindicated. The IMT is
assembled and packaged in a class 10,000 clean room and is sterilized by ethylene
oxide. TABLE § compares the overall dlmensmns and physical charactenstlcs of the two

IMT models used i in. this study.

TABLE 5. OVERALL DIMENSIONS AND PHYSICAL CHARACTERISTICS OF THE IMT MODELS

13.5 mm

13.5 mm

Max: 7.0 mm

Min: 4.50 mm -

Max: 7.0 mm
Min: 4.50 mm

4.4 mm

4.4 mm

121.7 mg

11754

6.2  DEVICE COMPONENTS

6 2. 1 TELESCOPE

The IMT provides suffi cuent image resolutlon for different tasks such as reading,
" face recognition and TV watching at graded visual fields of up to maximum of 12°
* (36.0° on the retina) for the wide angle 3.0X model and 16° (35.0° on the retina)
for the wide angle 2.2X model. The wide angle IMTs provide patient orientation
abilities at a visual angle of 20° (60.0° on the retina) for the 3.0X model and 24°
(52.8° on the retina) for the 2. 2X model.

"TABLE 6 compares and contrasts the optics features for the IMT. models used in

this study

TABLE 6. TELESCOPE OPTICAL FEATURES FOR THE IMT MODELS

] OVERALL DIMENSIONS

DIAMETER

LENGTH

| OPTICAL DIAMETER
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J THEEYE

OPTIMAL FOCUSING -
DISTANCE

DePTH OF FOCUS

RELATIVE BRIGHTNESS

OPTICAL RESOLUTION |

| from 0.3 -0.87

MTF'
measurable
angles of 10°
and 15° values

(nominal) —
0.75

6.2.2 CARRIER & LOOPS

range from 0.02 |
& (nominal) —
§0.75

from03 087 1
§ M7

measurable
angles of 10° |
and 15°% values’
range from 0.02 |

In the Wide Angle 2.2X and 3.0X models, the telescope is snap fit into a one-
~ piece, transparent, medical grade PMMA carrier with loops. The loops range in
thickness from 0.18 mm.— 0.20 mm and are positioned at a 12.7° angulation from
. planar and have two sets of positioning holes one set on the carrier body and

another on the loops.

6.2.3 LIGHT RESTRICTOR

A blue PMMA light restrictor on the anterior surface of the device reduces the
amount of light penetrating around the device optic to the retina. '

" Modulation transfer fdnction (MTF)is a set of numbers from 0-1, which characterizes the degradation”
caused by the tested optical system (eg, human eye), where 1 is a perfect optical system withno
degradation of the image; for numbers close to 0, the image cannot be dlscemed at all. MT F for the IMT's is

measured at acute half angles 2° and 5. 0
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7-0‘_

7.1

INVESTIGATIONAL PRQCEDURES

’ 'SUBJECT ENTRY ’

71, 1 PATIENT SCREENING

Priorto enroliment in the study, mterested patlents will be evaluated to determine

~ eligibility. The Investigator or a designee will explain- the study purpose,’

procedures, and patient responsibilities to the potential participant. The patlent'

. willingness and ability to meet the follow-up requirements will be determined. No

7.2

patient may be implanted in this study without prior written enroliment

- _authorization approval from the Sponsor or their designee. An Enroliment
‘Authorization Form must be completed and approved by the Sponsor or their

designee for each patlent pnor to treatment.

71.2 lNFORMED CONSENT

When it has been established that the patient may be eligible, written informed
consent will be obtained (Appendix 1). The patient will sign and date the
consent form in the presence of a witness. The Investigator will also sign and
date the consent form. One copy of the:informed consent form will be retained
with the patient records and a copy will be provided to the patlent The patient is
now considered enrolled ,

' PREOPERATIVE PROCEDURES

-T2, 1 EXTERNAL TELESCOPE EVALUATION

Visual acuity with an external telescope will be performed usmg ETDRS (Early '

- Treatment Diabetic Retinopathy Trial) charts. Testing will be done in accordance
- with the BCVA & Refraction Testlng Protocol in APPENDIXZ 2,

VisionCare will provude two or more sets of 2.2X and 3.0X external telescopes
with.reading caps to each site for use in the trial. These telescopes are to be

- used:for all in-office testing and be- glven to potential patients to try at home fora

period.of at least three days. -

L Patrents must achieve at least a five letter improvement on the ETDRS chart in -
. the eye scheduled for surgery with at least one of the external telescopes in

order to be allowed to proceed with the surgery. Patients who do not meet this

" .criteria will be excluded from the trial. Th|s exclusvon will be noted inthe
. screening log at each site. :

Following is a table. detalllng the necessary steps for patlent evaluatlon with the

R external telescope models :
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" TABLE 7. PREOPERATIVE EXTERNAL TELESCOPE EVALUATION

STEP

A ACTION

1 With the patient sitting in a chair, the external wide angle 3.0X
‘telescope is placed over the patient’s distance correction in a trial

frame. It should be communicated to the patient that the external

-telescope is intended to provide the patient with a simulated

experience of the magpnification, clarity and visual field (slightly less
than the corresponding WA 2.2X or 3.0X IMT) that can be expected

with the IMT..

Each eye should be tested individually. The fellow eye should be
covered with a paddle, and then uncovered and the patient
questioned on preference for one eye over the other. It is important

| to gauge the patient's ability to use the telescope with the fellow eye

not covered. The patient should be able to use the telescope with the

-] fellow eye uncovered. Failure to do so may indicate strong

dominance of the second eye; this should be considered in the .

determination of the eye to be selected for surgery.

‘| At a distance of approxlmately 3 mete.l.'s,‘ the patient should ’be asked

to look at another person’s face while an assistant repeatedly puts on
and takes off the telescopes. The patient is asked to compare vision
with each telescope It is important to determine what the patient
hopes to achieve through implantation of the IMT™ and to ensure that
these goals are within the antlmpated |mprovement in V|S|on that may
be provided by the devuce 4

This testing should be repeated for the 2.2X telescope.

If the patient achieves e 5-letter improvement in visual acuity with
either or both of the external telescopes, he/she is a candidate for

‘implantation, and should be given external telescopes to take home

and use In practice sessions for at least three days. Patients should

{ be instructed to attempt daily tasks.and activities such as watching
television (from 2-3 meters), making coffee, reading, washing hands,

etc., while wearing the external telescope(s) in order to provide the :
patient with a simulation of the visual acuity that may be achleved
with the IMT .

“For safety reasons, the patient should be trained in the use of the
-telescope while he / she practices walking. They should NOT be

allowed to walk about unassisted until they have grown accustomed

| to the use of the telescope
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ster | ACTION

The patient should return for examination following this in-home trial
with the external telescopes. [f it is determined that the patient is
interested in participating in the study, ETDRS visual acuity should be
measured using both external telescopes (refer to Appendix 2 for
=+ } methods for refraction and ETDRS acuity). The patient must achieve
7 a five letter or greater improvement in distance visual acuity with at
least one of the telescope to be a candidate for IMT implant. Data
should to be collected and recorded on the use of both external
telescopes regardless of which is preferred by the patient.

If the patient has BCVA:better than 20/200 in either eye, the eye with
8 worse visual acuity will be designated for implantation. _

If BCVA is equal to or worse than 20/200, or if visual acuity is the
- same in both eyes, the choice of the eye to be implanted is left to the
9 discretion of the physician and patient. NOTE: Patients with.an IOL
' in one jeye may have the IMT implanted only in the other eye.

' 7.2.2 SCREENING FOR ELIGIBILITY AND BASELINE EVALUATION

~ Once it has been determined that the patient experienced improvement in vrsual
- acuity during the trial period of use of external telescope(s), the patient will be

3 further evaluated for eligibility, with the following measurements:’

: Dlstance best spectacle c¢orrected visual acuity
Near best spectacle corrected visual acunty
Manifest refraction
Intraocular pressure by applanatlon tonometry
Slit lamp exam : :
Fluorescein angrography =
- Dilated fundus examination and photography
Specular microscopy (may be performed before or after home use of
- -external telescopes) ' : :
¢ Pachymetry
e A-scan -

Results from these procedures can be used for the baseline evaluation if they are
obtained within 45 days before IMT implantation. Testing performed more
- than 45.days prior to surgery must be repeated prior to IMT implantation.
- Detailed information: pertarnmg to patient exammatrons and the methods of
exammation is found in Appendlx 2. : .
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73 SURGICAL PROCEDURE

The IMT procedure will be performed on Day 0 of the study. by the Investlgator ora Co-
Investigator, as descnbed below. : » :

7.3.1 PATIENT PREPARATION
STEP v PROCEDURE
1 Anesthesia is induced by retrobulbar or peribuibar injection.

- Mydriatic agents are admmrstered to ensure adequate pupil dllatlon
2 during surgery.

| Alid speculum is placed on the eye to be |mplanted to provide the
3 maximum comeal exposure.

The operating microscope, is positioned over or in front of the eye to
4 be treated. lllumination from the operating microscope provudes
adequate visualization during the procedure.

"7.3.2 IMT IMPLANTATION v
The IMT procedure may be performed usrng eithera lrmbal insertion technlque or
a scleral tunneling- procedure. Both surgical approaches are described below.

'7.3.3  LIMBAL INSERTION

STEP " AcTioN

- An.8 mm - 10 mm limbal incision is made at the 120°-160°
. 1 _ mendlans as |n standard cataract surgery. '
A paracentesrs is performed and ophthalmic viscosurgical device
2 (Healon Vor equuvalent) is injected into the anterior chamber.
_ After the incisions are made, a continuous curvilinear capsulorhexus
3 Jof approxrmatély 6.5 mm is made in‘the lens capsule :
Phacoemuisification or extra-capsular cataract extractlon (ECCE) is
4 performed to remove the lens ,
- | Ophthalmic viscosurgical devrce (Healon V or equivalent) is rnjected
5 into the anterior chamber and the capsular bag, and used to coat the
IMT. - : .

The IMTis: |mplanted in the capsularbag:
1. Both loops are placed msude the capsular bag;

2. The comea is sutured; and -
3. The loops of the IMT are rotated to the 12:6 o'clock posntlon
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. STEP : ACTION
-7 | The pupil is constricted. -
8 The ophthalmlc vrscosurglcal devrce (OVD) agent is removed
9 A peripheral mdectomy is performed,
10 | The incision s tested for leakage. |

7.3.4 SCLERAL TUNNEL IMPLANTATION

STEP . ACTION .
- | The conjunctiva and Tenon's fascna are opened from the 100 clock
1 to the 2 o'clock position. .
: A paracentesis is performed and ophthalmic viscosurgical device
2 (Healon V or equivalent) is injected into the anterior chamber. ,

A continuous curvilinear capsulorhexis of approxrmately 6.5 mmis
3 ] created in the lens capsule.

.+ | A 10 mm scleral incision is performed 2. 5 mm — 3 mm posterior to,
4 | thelimbus. A tunnelis then created whlch opens into the antenor
chamber at the llmbus g :

: Phacoemulsification or extra-capsular cataract extraction (ECCE) is
-5 performed to remove the lens.

The IMT is implanted in the capsular bag:

1. The IMTis mserted through the scleral tunnel into the
6 capsularbag; - -
2. Both loops are placed 1nsrde the capsular bag;
' 3. The scleral tunnel is sutured; and ’ '
4. The loops of the IMT are rotated to the 12: 6 o’clock posrtron

The pupll is constricted. v
The ophthalmlc wscosurglcal devrce (OVD) agent is removed

A penpheral iridectomy is performed.

' 10 | The incision is tested for leakage.

lrrespectlve of the surgical techmque utilized, a sub-Tenon s injection of betamethasone
depot (or appropnate substltute) will be administered at the end of surgery.
7 '4' POST-OPERATIVE CARE

' Followrng surgery, based on the Phase | results drscussed in Sectlon 1 of this protocol
(see Compllcatrons_ and ‘Adverse Events) while taking into consideration individual
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patlent charactenstlcs the study Sponsor. encourages lnvest:gators to adhere to the :
following standardized regimen of toplcal ophthalmic medications:

1. One drop of a topical ophthalmic antibiotic solutioﬁ should be
administered following surgery, and then continued as per product
- labeling for at least two days.

2. One drop of Voltaren Ophthalmic (diclofenac sodium 0.1%, CIBA
Vision Ophthalmics) or equivalent should be administered following
surgery, and then contmued as per product labeling for at least two

days.

3. Prednlselone acetate (1%) or equivalent should be administered every
. 2 waking hours for the first two weeks post-implantation, followed by
administration every 4 waking hours for 2-4 weeks.

4. The prednisolone acetate (1%) should be gradually tapered over the
next 4 to 6 weeks for a total duration of postoperatlve steroid treatment

of approximately 3 months.

5. HOmatropine’ 5% or a similar drug should be administered twice d_aily
for 4 to 6 weeks postoperatively. If homatropine is inadequate to
maintain cycloplegia, atropine may be used.

NOTE: The above postoperatlve regimen of anti-inflammatory medications

- may may be too aggressive for some patients and could result in medicamentosa.

The Investigator should, in considering the Phase | observations, exercise

“ clinical judgment in deciding if a more moderate or rapid tapering of the
- topical steroid regimen is indicated for some patients.

7.5 EXAMINATION SCHEDULE
Subjects will be examined and evaluated accor_d»ing to the following schedule of visits:

‘Preoperative Evaluation (Day -45 to Day -3)

e Operative Evaluaton =~ (Day 0 — date from which all future visits are
‘calculated)
e Day1 (18 to 36 hours postoperatlve)
e Day7 : (4 to 10 days postoperative)
.« 1Month , (2 to 6 weeks postoperative)
e 3 Month : (6 to 18 weeks postoperative) :
e Visiontraining . - (week 1,2, 4,6,10 and 12, +/- 4 days)
-e 6 Month : -~ (18 to 32 weeks postoperative).
* O9Month - : (32 to 44 weeks postoperative) -
o 12 Month - (44 to 56 weeks postoperative)
e 18Month - - (66 to 78 weeks postoperative)
s 24 Month (90 to 102 weeks postoperative)
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A full descrlptlon of the exammatlon schedule and cllnlcal parameters can be
© found in APPENDIX 2.

NOTE: The visit windows described above allow for the poss:blllty that two visits could
be scheduled within one week of each other. This should NOT occur. Follow-up visits
from 1 month through 24 months should not occur less than SIX weeks after the

previous vrsrt

7.6  CLINICAL PARAMETERS

~ - The clinical parameters to be evaluated are.

1. Pinhole acu:ty (safety assessment) on day 1 and manifest refractlon on
day 7
Best spectacle-corrected distance acunty, using ETDRS VA charts
“preoperative, months 1, 3, 6,9, 12, 18, 24 and any interim visits

" Best spectacle-corrected near visual acuity, using MN charts:
preoperative, months 1, 3, 6, 9, 12, 18, 24 and any interim visits
Manifest refraction (no auto-refractlon) preoperatlve, day 7, months 1,3,
6, 9, 12,18, 24 and any interim visits .

- Pachymetry: preoperative, 3, 6, 9, 12 18 and 24 months

_ Intraocular pressure (applanation): all visits :

~ Slit lamp examination: all visits - - '

-Fundus examination (dilated) and photography preoperatlve

" Fluorescein angiography: preoperative

0. 'Specular microscopy of the central comea: preoperatuve, 3 6,9, 12,18

_ and 24 months . :

11, Activities of Daily Life (ADL) & VFQ-25 questlonnalre preoperatlve 3,6,
‘ 9, and 12 months. -

A 0N

SOENOM

" Postoperative visual examlnatlons may be performed by the lnvestlgator or by
ophthalmic technicians, optometrists and/or ophthalmologists under the supervision of
the investigators using methods described in APPENDIX 2. At each postoperative visit,

‘information concerning the preoperative examination and previous postoperative
examinations should not be made available to the individual conducting the examination

- until all the postoperative examinations are ‘completed. All preoperative and

postoperative examinations wnll be perfonned using comparable pieces of equnpment at
each site. . i

7 7  DATA REPORTING

A Case Report Form (CRF) booklet will be provuded by the Sponsor orits desugnee for

- - each patient enrolled in the: study A sample Case Report Form may be foundin . -
APPENDIX 6. The appropriate Case Report Form will be completed and sngned by the

E Investlgator at each examination. All Case Report Forms will be completed in a legible = -
-+ manner in black ink. Any corrections will be made by drawing a single line through the
’ mcorrect entry, entering the correct mfonnatlon and |n|t|allng and datmg the change.
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Data entries boxes or spaces should not be left blank but instead should indicate: NA =
not applicable, ND=not done or with a “-“ for missing or not available data. The original
signed forms, not copies, will be returned to the Sponsor

All clinical data generated in the study will be submitted to the Sponsor or its designee
for quality assurance review, data entry, and statistical analysis. All forms will be
reviewed for completeness and evident recording errors will be rectified by contact with
the appropriate clinical site. Double-entry routines will be utilized to reduce data entry
errors, and computerized editing routines will be used to'identify unusual data entries for
verification prior to statistical analysis.

7.8  STUDY COMPLETION PROCEDURES -

" 7.8.1  PATIENT COMPLETION

Patients are considered to have completed the study if they have completed all
follow-up examinations through 12 months and this data will be submitted as part
of a Pre-Market Approval Application (PMA) to the Food and Drug Administration -
'(FDA) as the basis for market approval. Patients will continue to be followed
through the 18 and 24 month follow-up exams in order to provide Iong term

safety data.

- 7.8.2 PATIE_NTTERMINATION

‘Patients may be terminated from the study at the discretion of the Investigator

~ only if continuation of the treatment regimen would jeopardize the patients’ health
and/or welfare. Terminated patients will be considered to have completed the
study and should not be replaced. However,.every effort will be made to follow
terminated patients for safety reasons using the appropriate case report forms

- until the planned end of the study period. NOTIFICATION OF A PATIENT
"TERMINATION WILL BE MADE IMMEDIATELY TO THE SPONSOR OR ITS

. DESIGNEE.

7.83 PATIENT EXIT

- A patient exit form must be completed for aII patlents who either complete,

- discontinue, are considered lost to follow-up, or are terminated from the study.

- Before a patient is considered “lost to follow-up”, there should be three
documented attempts to reach patients. At least one of these attempts must be
in writing by certified / return receipt mail, ‘a copy of which should be included in
the patient's medical / clinic chart

8.0 STATISTICAL METHODS

8.1  SAMPLE SizE - '

e e TH@-S@ample -size for-this-studyis calculated-based-on the following criteria: . . — ..
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. The sngnlﬁcance level is 0. 05.
The primary effectiveness endpoint is the proportion of eyes with an
"improvement of 2 lines or more in either distance or near BCVA at 12 months
postoperatively, P..
¢ The statistical hypotheses for the pnmary effectiveness endpomt are -
~ Ho: P;s0.5 (50%) versus Ha: Py > 0.5. :

e The statistical power is 80% at the expected rate of 0 6 (60%.) The expectation
. of 60% of the eyes achieving improvement is based on results in the feasibility
clinical study in which ten of thirteen eyes that reached 12 months having an

improvement of 2 lines or greater i in either the distance or near BCVA from
baseline. ,

¢ Binomial dlstnbutlon is used to calculate the sample size for the effectlveness
-endpoint.

¢ The primary safety endpomt is the percentage loss m the endothelial cell counts
from basellne at 12 months postoperatlvely

Based on a review of the publlshed llterature, a mean endothelial cell loss of 10-17% within
one year after surgery was observed for large incision surgeries.. Therefore, the statistical
objective is to prove that the mean percentage of cell loss is no more than 17% and the
corresponding statistical hypotheses for the primary safety endpoint Ho: p > 0.17 (17%)
versus Ha: iy < 0.17, where pt is the mean percentage loss from baseline at 12 months

postoperatnvely

.= _The statistical power is 80% at the expected mean loss of 0.135 (13. 5%) which is the
' middle paint of the literature’s range of 10% to 17%.
' = The standard deviation of percentage loss in the endothelial cell counts is assumed
to be 0.175 (17.5%), which is estimated based on the feasibility clinical study. '
"~ Normal dlstnbutlon is used to calculate the sample snze for the safety endpoint.

. The sample size for the primary effectlveness endpomt is 158 implanted eyes. If 90
- . or more eyes have an improvement of 2 lines or greater in either distance ornear .
. BCVA<at.12 months postoperative, the null hypothesis (Ho) will be rejected. Due to o
‘the advanced age of the study population, and potential problems with compllance :
o with the visit schedule for patients who may not be independent due to low vision, a
'+ dropout rate of 20% is considered.. Then the sample size for the primary
L -:effectlveness endpoint is 198 eyes. . :

. The sample size for the, pnmary safety endpomt is 156 implanted eyes ifa dropout_ -
rate of 20% is considered, the sample size for the pnmary effectlveness endpointis’ -
195 eyes. .

Therefore, the sample size for this study is at least 198 eyes to fulfill the sample size
required for the primary effectiveness endpoint. With this sample size, thereisa
- 95% confidence level to observe at least one adverse event at a rate of 1.5%.
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8.2  STATISTICAL ANALYSIS _
" 8.2.1 PRIMARY EFFECTIVENESS ENDPOINT

The primary effectiveness endpoint, the proportion of eyes with at least a 2-line
.improvement in either distance or near BSCVA at 12 months, will be analyzed with
an exact binomial test with a binomial parameter of 0.5. If 158 eyes complete the 12
-month postoperative vrsrt 90 or more successful eyes will resutt in rejecting the nuil
~hypothesis.

8.2. 2 PRIMARY SAFETY ENDPOINT :

The primary safety endpomt perceritage loss in the endothelial ceII counts; wrll be -
calculated for each eye. The Student t test will bé used for testing the mean

percentage cell loss. If 156 implanted eyes complete the 12-month postoperative -
.examination and the standard deviation of the percentage of cell loss is 17.5%, there

is a statistical power of at least 80% to prove that the mean percentage celi Ioss isat
‘most 17%. Lo

8 2, 3 ~OTHER CLINICAL PARAMETERS

The percentages and the correspondlng binomial 95% upper confidence limits will be
calculated for the percentage of eyes experiencing a loss of more than 2 lines of.

near (or distance) BCVA without a corresponding improvement (gain of 2 lines or
more) in distance (or near) BCVA. The expected rate of this safety eventis 10%.

For contlnuous or ordlnal measures such as age or IOP the number of observatlons .
mean, standard deviation, mediari, minimum, and maximum values will be =

" presented. If necessary, the 95%.confidence interval for the mean value will be
provided. If itis appropriate, Analysis of Variance or rank-based methods will be

- used for comparing the difference among the Investigator sites. For categorical
. variables such as slit lamp findings or adverse event, the proportion with the _
. characteristic will be presented. If it is necessary, the corresponding exact 95% L
" confidence limits will be provided. If it is appropriate, Fisher's exact test or %2 test will
" be used for companng the difference among the Investigator sutes : :

Throughout the -analysis, all tests (except for the prrmary effectiveness and safety
endpoints) will be two-sided and any p-values Iess than 0.05 will be consrdered
»statrstrcally significant.

'.8 2.4 " INTERIM CLINICAL REPORTS
_ Four pIanned interim analyses wrll be performed as follow

- 3-month follow-up on the first 25 subjects
3-month follow-up on'the first 50 subjects
3-month follow-up on the first 100 subjects. .
. 3-month follow-up on the first 150 subjects.
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These mtenm analyses are for safety and administrative purposes No ‘statistical
ad;ustment on the p-value Wl|| be made

A Pre-Market Approval (PMA) appllcatlon will be submitted when all study
patients have completed 12 months of follow-up. The 18 and 24 month follow-up
data are intended to provnde additional Iong term safety lnformatnon followung the

ﬁhng of a PMA.
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9.0 ApVERSE EXPERIENCES REPORTING / DEVICE MALFUNCTIONS

9.1 'ADVERSE EXPERIENCES

Throughout the course of the proposed study, all efforts will be made to remain alert to
possible adverse experiences or untoward findings. If adverse experiences occur, the
first concern will be the safety and welfare of the patient. Appropriate medical
intervention will be made. Any adverse experiences or complications observed by the
Investigator or reported by the patients, whether or not ascribed to the IMT, will be
recorded in the appropriate section of the patient's Case Report Form.

~ANY SERIOUS ADVERSE EXPERIENCES AND UNANTICIPATED, SEVERE, SIGHT-
THREATENING ADVERSE REACTIONS, WHETHER OR NOT ASCRIBED TO THE
IMT, WILL BE COMMUNICATED PROMPTLY, BY TELEPHONE, TO THE SPONSOR
AND TO THE IRB. THESE REPORTS MUST BE CONFIRMED IN WRITING WITHIN
FIVE DAYS OF THE OCCURRENCE. Any patients who are.terminated from the study
due to adverse experiences will be followed until their medical outcome is determined,
and written reports will be provided to VisionCare Ophthalmlc Technologles by the
mvestlgator :

Below is a list of potential or anticipated AdVerse Events based on prior IMT clinical trials
or known to be occasionally associated with similar types .of anterior segment surgery.
This list should not be considered comprehensive, but rather identifies events which can
be reasonably antICIpated

Acute corneal decompensation ~ » Anterior chamber cells

>
> _Anterior segment neovascularizion - » Anterior synechiae
"~ » Choroidal detachment 1 . » Closure of a peripheral iridotomy
' ‘ ' _(with or without pigment)
» Comneal edema » Comeal transplant
~ » Cortical remnants » Cyclitic membrane
- » Cystoid macular edema - » Distorted pupil
= > ' Endophthalmitis > _Epithelial heaping
© » Fibrin in the anterior chamber » . Flat anterior chamber
- » - Hyphema _» Hypopyon
" » IMT dislocation - > Increased IOP requiring treatment
. » -Inflammatory deposits on IMT » Intraocular infection
- » Intraocular inflammation » _lIris atrophy
- ». s transillumination defects - > Iritis
>. ‘Optic atrophy- ' > ._Pigment deposits on IMT
» Posterior synechiae > Pupillary block .
> -~ Removal of IMT " » ‘Repeatiridectomy
» _Repositioning of IMT > - Retinal detachment
> _Retinal vascular occlusion > Secondary glaucoma _
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> _Secondary surgical intervention | > Uveitis/Vitritis
"> Vitrectomy/vitreous aspiration - > _Vitreous capture space incision
> . V_itreous in anterior chamber - » Wound leak

*'9.2 DEVICE MALFUNCTIONS

A Device Malfunction is defined as a failure of the IMT to meet its performance
" specifications or otherwise perform as intended. Performance specifications include all

claims made in this protocol or the product associated labeling included with the device.
Examples of malfunctions could include:: :

. Missing product components;

Missing or illegible product associated labeling; -

IMTs which appear malformed or disfigured; -~

Packaging seals compromised; -

Broken haptic loops or ones which break dunng |mplantat|on and
_ Scratches to the IMT lens surfaces.

~ All device malfunctlons will be recorded in the appropnate field on the patient Case
Report Forms.

' 10.0 MONITORING

,Sponsdr personnel or their designee will monitor all clinical studies |n a manner
- consistent with applicable health authority regulations and the clinical research
- standards adopted by the Sponsor. Study monltormg will: mvolve the foIIowmg elements:

A. Sponsor personnel or designee may meet with Investlgators prior to the |n|t|at|on of
the study-in.order to review the adequacy of the patient population, facilities, and
- equipment with respect to the needs of the study, and to fammanze the Investlgator
- with the study protocol. _

~ B. -Sponsor personnel or deSIgnee may- meet with the Investlgator(s) at the time study
- patients begin to be enrolled in order to ensure that patients are belng properly :
selected and that study data are being correctly recorded. : '

- C. Sponsor personnel or desugnee may visit the clinical site at any time durmg the study
-to review and/or collect the Case Report Forms..

D. Interim monitoring. visits and telephone consultatlon will occur as necessary dunng
- the course of the study to ensure the proper progress and documentation of the
study ﬂndmgs ' .
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 APPENDIX 1 - SUBJECT,CONSENT FORM
THE IMPLANTABLE MINIATURE TELESCOPE (IMT) IN PATIENTS WITH.
CENTRAL ViSION IMPAIRMENT ASSOCIATED WITH AGE-RELATED MACULAR DEGENERATION
OR STARGARDT’S MACULAR DISTROPHY -

. PROTOCOL IMT-002

1. PARTIC-IPANT’S NAME:

‘2. PURPOSE OF PROJECT .
- You have been invited to partrcnpate ina research study sponsored by VrsuonCare
Ophthalmic Technologres, Inc. (the study Sponsor) and
'the study Investigator. The purpose of this study is to evaluate the safety and
effectiveness of the Sponsor’s Implantable Miniature Telescope (IMT™ ) for
lmplantatlon in patlents with age-related macu|ar degeneration (AMD) or Stargardt's
- “~macular dystrophy, dlseases that decrease vision as a result of scarring. You are a
candidate for this study because you have expenenced Ioss of vision as a resuit of

k these dlseases, and you have a cataract

~The }MT is a visual aid for patients with low vision. It functions in a fashion sirnilar to
, an.ex'temaltelesoo'pe,but is implanted inside the eye, following removal of the -
cataract. Once implanted inside the eye, the IMT rnagniﬁes images to improve
. vision. A small number of patients (14 patients) have received an IMT in a Phase 1
clinical trial conducted :under a Food and Drug Admlmstratlon (FDA) approved '
protocol.” In this study, the majority of the patients experienced an |mprovement of2
- or more lines of visual acuity, and no one had a significant loss of vrsron as a result
of |mplantat|on of the IMT.- Some patlents had an improvement in near vrsron and
other patlents expenenced an |mprovement in distance vision: Several adverse
: expenences were report_ed during this study, mc_ludlng-lnﬂammatlon that was |
' ,,successfully treated with steroids. All bUt one of the adverse events resolved | ' '
- completely, and none of them caused a‘loss of vision, Based on these resuilts, FDA
o has' approved implantation of an addltlonal 200 patients in the cllnlcal study:you are
being mvnted to participate in.
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3 ' DESCRIPTION OF RESEARCH:
- The study you are being asked to partrcnpate inis.a 2-year study, although you may
* be.asked to return for an examination at 36 months or 3 years after your surgery.

The first step in this study is to determine whether you are eligible for enrollment in
the trial. This will be accomplished by performing standard ophthalmic testing. Your
- vision 'witl be evaluated, intraocular pressure will be measured, and you will be
‘asked to try an extemal telescope to see if this improves your vision, since it works
in the same way as the IMT.  You will then be glven one or two different external ,
telescopes, and you will be trained on the use of these telescopes for evaluatlon in

your home for a'minimum of three days

After trying the extemal telescopes at horne you will retum for another eye exam.
At thls examlnatlon, ‘you will be asked whuch if-any, of the extemnal telescopes
rmproved your vision. If your vrsuon was not improved by usmg an external
telescope, it means you are not a candidate for the IMT and you wnll not continue in
- the study. However, if your vision lmproved with the extemal telescope, you will
continue in the study, and additional testing will be performed. This testing will
. _ include. fluorescein angiography. This involves injecting adye into a vein in your
arm; the dye then circulates through the bloodstream and to the retina, or the back
of your eye, which has many blood vessels. The presence of the dye in the blood
vessels of the retina allows your ophthalmologlst to better examme your retma and
d determune whether you are ellglble for this study.

If you are determined to be etigible you will be soheduled for surgery to impiant?the' '
IMT. The procedure used to lmplant the IMT inside the eye is similar to standard
. -‘cataract surgery Your cataract will be removed using standard methods. used by all
" cataract surgeons and the IMT will be placed in the eye, where the natural
_crystalline lens was before reméval. After the: surgery to implant your IMT; you wil
; - ,be provrded with several types of topical ophthalmrc medications for use when you
E : --retum to your home. The schedule for usmg these medlcatlons will be explalned to -
. you before you go home. ' : |
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You will need to return for examinations the first day after surgery, 1 week after -

surgery, 'an'd.'_then 1,3, 6, 9, 12, 18 and 24 months after surgery. You may a[So be
asked to return. for a 36 month or three year follow-up. At the follow-up‘
examinations, much of the same testing that was performéd before your surgery is

repeated in order to evaluate changes in your vision. You will also be required to ,

return' for additional visits at weeks 1, 2, 4, 6, 10 and 12 after surgery for vision
training with a low visioh-_specialist. At these vision training sessions, you will

perform exercises that will help you become accustomed to-the IMT.

. RISKS v
.You should recognrze that any surglcal procedure presents potentlal fisks. As'a
result of the surgery to place the IMT, it is possible that your v_rs_lon may not |mprove. '

In :some'cases, complicatiohs may occur during or after implantation. These
com'plications include bleeding in the eye, loss of transparency. of the front of your

- “eye (the cornea), infectio'r"riinside the eye, detachment.of the retina (the sensory part -
of the back of the eye), 'elevated intraocular pressure, and loss of .vision..
, Addrtronally, as a result of havmg the IMT in’ your eye, you may experience drfﬁcultles E

- seeing snmultaneously with both eyes double vision, and dizziness.

As with any type of surgery, there is a possibility of other complications due to
anesthesia, drug reactions, or other factors. Since it is not possible to identify every.
" possible complication that may occur as a result of the IMT procedure, you should-

understand that this list of risks may be lncomplete and that there may be risks that
are currently unknown.

The materials which make up the IMT are used in ot_her;t_ypes of implantable medical -
devices and are generally believed to be acceptable for use in eye related implants, .
‘however, the IMT does contalns a small amount of metal which could interfere with

the safe use of a dtagnostlc lmaglng procedure called Magnetlc Resonance Imaglng
“or MRI. If you choose to partlclpate in this study and are rmplanted with the IMT you

- must be certain to tell your other healthcare professronals and doctors that you were
~ enrolled in a clinical trial. involving an .eye impl'ant which contains metal.- Your other
healthcare professronals can contact the study Investrgator for further information

about the IMT whlch may effect your care.
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5. POTENTIAL BENEFITS
- The potential béneﬁts from participating in this research study inciude improvement
"in your vision without the use of an external telescope, and a wider field of vision
~ than would be achieved with an extemal telescope. .

6. ALTERNATIVE,TREATMENTS _
Altemnative treatments may include telescopic spectacles or other low-vision aids.

7. CONFI_DENTIALVITY AND PATIENT AUTHORIZATION

" You should understand that your medical records pertaining to participation in this
stud'y will be made available for review by your doctor to thé Sponsor of the study
and to governmental agencies such as the U.S. Food and Drug Administration(FDA). -

| You should also understand that the information in these records will be kept

confidential, but, that on rare occasions, disclosure to third parties may be required -
by law. By signing this form, you authorize access to your study related medical
records until such time that the marketing application for this technology is approved
by FDA. |

.You agree that results of your surgery and photographs of your eyes méde as part of
the study may be published for scientific purposes provided- your identity is not
revealed. Results of this study"may be presented at.scientific meetings and

_ published in journals, however, no names will be used in any data summaries or -
pubhcatlons and all medical data will be protected '

8. COMPENSATION FOR INJURY ‘
You will not be compensated for participation in this study.

You will not receive a bill or be asked to pay for the cost of the study tests or the |
procedure. The Sponsor will provide the IMT and will cover the costs of testing ;

: pérfdrmed specifically for the study. " If a research-related illness or injury occurs at
any tlme during the study, you WI|| receive medical care at

Hospital under the supervision of the study

Invéstigator.- Any costs for the treatment of research-related adverse events not
- covered by insurance will be paid for or reimbursed by the Sponsor. You will not be
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compensated monetarily by .the’,stvudy Sponsor, the hospital or other institution, or the
: study Investigator for lost wages, disability, or discomfort resulting from this typé of
" ifiness or injury. ‘You should understand that treatment, payment, or enrolimentina
health plan or eligibility for benefits is'not contingent upon signing this form.

9. VOLUNTARY PARTICIPATION _

~ You shouid understand that your participation in this study is completely voluntary
and that you may withdraw from the study at any time without prejudice to your future
medical care. Should you decide to withdr_aw fn_-om the stucIy for any reason, ydu"
should contact the Investigator immediately.' You‘may be discontinued from the

_ study at-ahy: time if the Investigator considers it to be in your best medical interest.
Should your participation in the study be terminated, regardless of the reason, you
‘will not suffer any penalties or lq‘ss of benefits to which you are otherwise entitled. -

You will be informed:of a‘ny signif icant information regarding new findings that may
. develop durlng the course of the research study that may relate to your w1II|ngness to

continue partlcnpatlng asa subject in the study

. 10. CONTACT PERSON

If, at any time, you have questlons regardlng your parhcnpatnon in this study, you can
call Dr _ ‘ : , your study Investlgator, at -
11. CONSENT

| have been given an opportunity to ask any questiohs{conder'ning the reéearch, and
.my participation, and the study Investigator has answered my questions. By signing
~ this.consent form | understand that | have not waived any of my legal rights.

I un_derstand th_at I will receive a copy of this consent ajnd authorization form, which
. will show all signatures and dates. ' '
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| hereby willingly give my consent to participate in the above-described clinical study.

Patient Signature N B ~ Date:

Printed 'Name of Patient

Witness Signature _ Date:

| have discussed this research study with the patient using language that is

" understandable and appropriate. ‘| believe that | have fully informed this patient of the
' nature of thls study, and its posS|bIe benefits and risks, and | believe the patient

o understood th|s explanation.

. Investigator Signature _____ . . Date:
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APPENDIX 2.1

EXAMINATION SCHEDULE AND CLINICAL PARAMETERS

TABLE 8. SCHEDULE OF EXAMS AND CLINICAL PARAMETERS

Exam/TesT

DISTANCE BEST . -
CORRECTED | v oo v v v
VISUAL ACUITY' ‘ N : S
NEAR BEST _ v R v .
| SPECTACLE e v v v v v
CORRECTED s - : '
VISUAL ACUITY |
MANIFEST | v o | v v B T2 v 1 v
REFRACTION | .} : e 1. o :
o] O v.o v v v v v
sutLawExamy. v | v v v v | v v
FLuorREsceN . § ' ‘
ANGIOGRAPHY L
DILATED FUNDUS |
ExamiNaTION - § -
| AND N R
PHOTOGRAPHY _
SPECULAR g v - v v v v
| micrROsCOPY o ' _ | 5
PACHYMETRY § v v v v v
A-SCAN 1 ’ _
ADL&VFQ-25 § | v v s v
QUESTIONNAIRE | . _ .

~ | 2.4,&6 | 10&12

VISION TRAINING |
: ] weeks weeks

ADVERSE Y v v v v v v
EVENTS : . . o ..

**Pinhole acuuy will be measured on Day 1 as a safety assessment Day 7 wsual acunty testmg
C should be by manifest refractlon
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TABLE 8 NOTES

NOTE ‘All scheduled ‘exams and clinical measurements noted for Month 12 are to be V
repeated at Month 18 and 24 except for the ADL & VFQ-25 Questionnaire. -

The visit windows defined in Section 7.5 above allow for the possibility that two  visits
could be scheduled within one week of each other. This should NOT occur.  Follow-up
visits from 1 month through 24 months should not occur less than six weeks after the
previous visit. .

Twelve‘ month data will be submitted as part of a Pre-Market Approval Application (PMA
“or PMAA) to the United States Food and Drug Administration (FDA) as the basis for
‘market approval.. Follow-up examinations at 18 and 24 months are intended to provide
_long term safety information following the filing of a PMA with FDA. '
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~ APPENDIX 2.2

REFRACTION AND BCVA TESTING PROTOCOL o

"3 INTRODUCTION & SCOPE 8

Each patient must successfully complete these visual acuity/refraction procedures in the
preoperative evaluation prior to enrollment in the study. Patients must have a distance -
BCVA between 20/80 and 20/630, and adequate peripheral vision in one eye in order to
be considered as candidates for implantation of the IMT. Any patient who is unable to
complete these procedures should not be enrolled in the study, regardless of whether
the patlent meets all other mclusmn/exclusmn criteria.

Visual acunty will be measured using Early Treatment Dlabetlc Retlnopathy Study
-(ETDRS) charts. A set of two of these charts (Lighthouse Chart C-110 and C-105
respectively, which have different letter sequences or Precision Vision Chart R (Catalog
#2110), Chart 1 (Catalog #2111) and Chart 2 (Catalog #2112) and a retro-illuminated
box providing standardized chart illumination? will be used to determine visual acuity.

Distance visual acuity testmg will be perfonned at a distance of 2 meters (or at 1
meter for patients who are unable to read 20 letters of the first four lines of the

chart at2 meters)

'REFRACTION AND BCVA TESTING PROTOCOL
FACILITIES & MATERIALS

- VISUAL ACUITY CHARTS
‘Charts 1 and 2 are used for testing visual acuity. Chart R is used for refraction. The
~ ETDRS charts consist of 14 lines of 5 high-contrast Sioan letters of equal difficuity and
geometric progression of letter size with results in an arithmetic progression of the
logarithm of minimum angie of resolution from line to line. Charts 1, 2 and R have
- different letter sequences. Patients should be prevented from seeing Charts 1 and 2 until
. refractlon has been completed and the visual acuity test begins.

VISUAL AGUITY BoX

The dimensions of the light box are 24-3/4 mches (62.9 cm) by 25-3/4 inches (65.4 cm)
by 7 inches (17.8 cm). The light box should be mounted on the wall or on a cylmdncal
stand manufactured by the Lighthouse Low Vision Services (L-225). The stand is
mounted on a five-pronged wheelbase, with each prong about 14 inches (35.6 cm) long.
Two of the five wheels are lockable. When the box is mounted on the stand, its height -
can be varied. The light box should be mounted at a height such that the top of the third
row of letters (0.8 log MAR) is 49 + 2 inches (124.5 cm + 5§ cm) from the floor.

2 manufactured by 'Lighthouse Low Vision Prc_)ducts (L-Z-20) «
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RETRO ILLUMINATED Box

The room lights should be turned off during the visual acuity test. The box. ltself provides -
sufficient illumination for the examiner to.record the results. Additional light can have an
adverse effect. With- the box light off, not more than 15 foot candles (161.4 candela/m?)

of light should fall on the center of the chart. The luminance of the EDTRS VA chart in

the plane of the entrance pupil of the eye to be tested should be within 10% of 160

" candelas per square meter (cd/m? or nits). A photometer should be used for primary
calibration.” A secondary measunng device, a simpie light meter, is calibrated to match

the primary determination, and is then used for day-to-day calibration of the VA chart.
This meter is placed against the surface of the transilluminated EDTRS chartata -

»predetermmed and constant location. The calibration value is marked on the meter

(e.g., an arrow, line, etc:) - Luminous emittance of the light box containing the EDTRS
chart is-then adjusted to this predetermined level. (This secondary reference standard

- technique is similar to that used on the Goldmann Haag-Streit perimeter.)

- The visual acuity light box is equipped with two 20-watt fluorescent tubes and ballast.

The Sponsor recommends these lights be changed out for new bulbs at the start of the

" - IMT-002 Study and at least yearly thereafter or in the event of a bulb failure. Atthe

beginning of each examlnatlon proper funct|on|ng of the two ﬂuorescent tubes should be

verified.

ROOM FOR VISION TESTING

The room for visual acuity testmg must have space for a 2 meter (78.7 mches) lane, the
visual acuity box, the stand, and the participant. The lane represents a distance of
exactly 2:meters between the patient's eyes and the visual acuity chart. In addition to

" "the 2 meter lane, 13 inches (33 cm) must be allowed for two of the stand's castors to
. touch the rear wall (or a line marked on the floor when there |s no waII) plus space for

the patlent to sit.

Low level, ambient, |nd|rect room illumination should be at alevel of 10-12 cd/m or less

~ . as measured with the photometer at the patient's eye. Not more than 15 foot-candles of

light should fall on the center of the chart. No specular refiection from the chart surface

' directed towards the patient's eyes is permitted. This is determined W|th

transillumination of the chart turned off and amblent light on.

! .

MARKING THE 1 METER (39.7 INCHES[ AND 2 METER ]78 9 INCHES[ DISTANCES :

. “Floor marks cannot be used reliably to mark either the 1 or 2 meter distances. -The 1‘
* horizontal distance between the patient's ¢ eye and the chart must be measured -

individually for each examination. The distance is best measured with one and two
meter sticks or a measured non-elastic string from the eye of the-patient, who is
comfortably seated in a chair with his or her back firmly placed against the chair's’ back,

-~ to the center of the second Ietter (for left eye) or fourth letter (for nght eye) of the third
' Ime of the chart, _ }
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All measurements should be obtained by‘a physician, optometrist or trained technician
supervised directly by the physician or optometrist, before the patrent's pupils have been

drlated

PUPIL
DIAMETER

REFRACTION

- DETERMINA-
TION OF
BEGINNING
APPROXIMATE
REFRACTION

~ which the eyes must not be exposed to light bnghter than ordinary

. examination. If the patient appears for the examination wearing -

_ and visual acuity testing should not begin for at least 30 minutes.

'PROCEDURES

If required, the pupil diameter must be measured and recorded using
a near vision card with a pupil calibration scale. The patient must
view an object having the standard luminance condition (about 160
cd/m?). It is important that the patient be directed to focus on a
distant object during the pupil diameter measurement procedure. The
central large letter on the visual acuity test chart is acceptable.
Tangential illumination may be introduced to provide sufficient light to
compare the pupil of a patient with a dark iris with the calibration
scale. The pupil diameter is measured and both’ uncorrected and
best-corrected visual acunty are measured.

The technique described in the following sections is required for all
patlents The right eye is refracted first and then the left eye. Both
eye's refraction applies for the preoperative and- postoperative
examlnatlons

A period of at least ten minutes must precede visual testlng dunng
room |IIum|nat|on except for retinoscopy.

If the patient wears contact lenses and also has glasses, he or-she
should be told not to wear the contact lenses on the day of the

contact fenses, the contact lenses should be removed and refraction

At the pre-operative visit, in order to determine the lens corrections
which will be used as the beginning approximate refractions for
determining best-corrected visual acurty the followrng steps should
be taken: -

1. If the patlent's visual acuity is 20/200 or better with his/her present
distance glasses, the glasses are measured with a lensometer and
these measurements are used-as the begrnmng approxnmate
refractlon S __ : ;

' 2. If the patient's uncorrected vrsual acurty is Iess than 20/200 in’ o !

either eye with his/her present distance glasses (or without

- correction, if the participant does not have glasses), a trial with

lenses to bring visual acuity to 20/200 or better should be
conducted
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3. lfthe patient's uncorrected visual acuity is 20/200 or better and
he/she does not have glasses for distance vision, the beginning
approximate re'fract_io'n is no lens correction (plano).

' Retmoscopy and the autorefractometer will not be able to determine
- the post-operative refraction of the implanted eye. :

-~ Refraction should be attempted at 1 meter. It will not be possible to
. perform a subjective refraction at 10 to 20 feet (3 to 6 meters)

" because this patient population’s visual acuity is too poor. Add +1.00
and -1.00 spheres and change the spherical power by whole diopter
increments of the appropriate sign until the participant perceives no
improvement in vision. If the subjective refraction can be performed

- . successfully at 1 meter, a +0.50 sphere should be subtracted from
the 1 meter refraction to make the correction appropriate for the 2
meter distance. It is the latter correction that should be entered in the
appropriate space for subjective refraction on the Visual Acuity Form.

At follow-up evaluations, the results of the subjective refraction from
~ the previous visit may be used as the beginning approxmate
_refractions.

MEASUREMENT.  The trial frame is placed and adjusted on the patient's face so that
OF SUBJECTIVE the lens cells are parallel to the anterior place of the orbits and
REFRACTION  centered in front of the pupils. It is permissible to use a Phoroptor for
o - subjective refraction. The left eye (the IMT implanted eye after
implantation) is occluded, and the beginning approximate refraction,
- as determined above, is placed in the right eye lens cell with the
cylindrical correction anterior. If a. phoropter or a distance other than
2 meters is used-for subjective refraction, the lenses from this
-refraction must be placed in a trial frame and the final sphere must
be rechecked at 2 meters according to the instructions described in
REFINING FINAL SPHERICAL POWER before visual acuity testing is
, performed

DETERMINATION  The visual actiity of the right eye is assessed and noted. A +0:50 )

"‘OF SPHERICAL . sphere is then held in front of the right eye and the participant is
- REFRACTION - asked if the vision is better, worse, or no different while he or she is

looking at the smallest line read well. If the patient responds that |t is. -
.. not lmproved ‘he/she is asked if the vision is worse. ’

S If vision is better or no d|fferent the’ sphere in the trial frame is
-replaced with-one that is one-half -diopter more plus. The +0. 50
E -asphere is held in front of the right eye agam and the partucnpant is
agaln asked the same question. _ ,
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- DETERMINATION
OF CYLINDRICAL
. REFRACTION

" This process of rncreasmg the plus sphere in the trial frame is

repeated until the patient says ‘that the +0.50 sphere held in front of

. the trial frame makes the vision.worse. When the patient responds

that the vision is worse, the lens should be left in piace for 10 to 15

- seconds. If the vision clears during this period the +0.50 sphere may.

be added again. Whenever the patient says that the vision is worse
and remains-worse, the +0.50 sphere is removed from in front of the

. trial frame. By this process, the highest-plus or Ie"ast-minus sphere
that is tolerated without blurring the patient's vision is determined.
- After determining this highest plus or least-minus spheres the patlent

is asked to read the smallest Inne poss:ble

Next a -0.50 sphere is held in front of the trial frame and the patlent

is asked.if the vision is better, worse, or-no different. If vision is '
improved, the patient is. requested to: read the chart and if at least one.
more letter is read, the sphere in the trial frame is replaced by a
sphere that is 0.25 diopter less plus. Minus spherical power is added

“in -0.25 diopter increments in the above fashion until the patient -

shows no further improvement in vision. If vision is not improved, the

+0.50 sphere is tried again to see if the patient will accept more plus.

Record results on case report form and repeat testing for left eye. .

“This procedure mcludes

Cylmder axis determmatlon

- Cylinder power determination
Correction for Astigmatism
Ref' ining Flnal Spherical Power

NOTE: Ifa phoropter or a distance other than 2 meters is used for

- subjective refraction, the lenses from this refraction must be placedin

a trial frame and the final sphere must be rechecked at 2 meters

B according to the instructions descnbed above (Ref nlng Fmal '

: Spherrcal Power)

i

CYLINDER AXIS DETERMINATION :
. If the beginning approximate refraction contains a cylmder correctlon

~.“changes in cylindrical axis are tested by addlng a 0.25, 0.37, or 0.50

diopter cross-cylinder, first with the positive axis 45 degrees to one

-side-of the cylinder axis, and then with the positive axis 45 degreesto"

the opposite side of the cylinder exrs Since neither position may -

- produce a clear image, the participant is encouraged to select the

. position produclng "less blur" while fixing on a single round letter on

the line above the lowest line on the chart he or she is-able to read

when the cross-cylinder'is not held up-before the trial frame.
If the participant cannot choose between the two posrtlons of the -
cross-cylinder-at the beginning of this test, the axis of the cylinder is
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" moved 5 to 15 degrees toward the positive axis of the cross-cylinder
‘'when it is in the position found to be less blurry by the participant.

" discrimination is poor, larger shifts will produce more clear-cut
_answers.) The cross-cylinder is tried again with the positive axis 45

_cylinder axis to determine which position is producing less blur.

: CYLINDER POWER DETERMINATION

- ableto read. If the participant prefers the positive axis coincident with .

. axis, the total power of the correcting pius cylinder is reduced by 0.25

* position. definitely better than the other. As plus cylinder is added » the

- 0.25 diopter. If, at any time, the: preference with the cross-cylinder
indicates that cylinder power should be removed-entirely, the 0.25

moved 5t0 15 degrees, first in one d|rect|on and then in the other,
with the cross-cylinder being checked in each position to confirm that
the onglnal axis was indeed correct. oo

If the partlcrpant prefers one posrtlon -of the cross-cylmder to the other
and the cylinder in the trial frame is plus, the axis of the cylinder is

(When the power of the cylinder is low or the participant's

degrees first to one side and thento the opposite side of the new

If the participant finds one position less blurry, the axis of the plus
cylinder is moved toward the positive axis of the cross-cylinder.
Testing for change of axis is repeated until the participant finds
neither position defi nltely better than the other. ‘ :

Change in cylinder power is tested by addlng the cross-cylmder first
with the positive axis and then with the negative axis coincident with
the cylinder axis. For this test, the participant is requested to focus
attention on a round letter on the lowest line on the chart he or she is

the cylinder axis, the power of the correcting plus, cylinder i is
increased by an additional +0.25 diopter.

If the participant prefers the negatlve axis comcrdent wnth the cyllnder
diopter. The process is repeated until the participant finds neither
examiner should recognize that the spherical equivalent of the
refraction is being changed. More minus spheres may be needed as

plus cylinders are added.  When using plus cylinders for every 0.50
diopter of cylinder power added, the sphere should be changed by -

cylinder should be rotated 90 degrees from its- original posltlon The
axis. should be refined and the power should be- tested agam

CORRECTION FOR ASTIGMATISM :

If, the beglnmng refraction is a "pure” sphere, the presence of
astigmatism is tested by arbitrarily placing a +0.25 cylinderat 180 -
degrees in the trial frame, after having determiried the highest-plus or

. least-minus sphere producmg minimal blurring of vision, as described

above. The refraction is then continued by using the cross-cylinderto ..

test for cylinder axis and then cylinder power using the cross-cylinder o

technique outlined above. If, at any time, the preference with the
cross-cylinder indicates that cylinder power should be removed

' ehtirely, the 0.25 cylinder should be rotated 90 degrees from its
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original position and the power should be tested again. At this point,
if the participant prefers additional power, it should be added. If, on
the other hand, the participant prefers to remove the +0.25, it should

- be removed and the final refraction is then purely spherical. An
example of this procedure follows:

Beginning refraction: -2.50 + 0.25 axis 37 degrees. Use of the cross-
cylinder to check cylinder axis indicates that the participant prefers
the 37-degree axis. If, on using the cross-cylinder to check cylinder
power, the participant wants the 0.25 cylinder removed, rotate the
cylinder to 127 degrees and test for cylinder power again. If
additional power is preferred, add it. If the preference with the
cylinder at 127 degrees is to remove the 0.25 cylinder, this should be
done and the resulting refraction-is -2.50.

Minus cylinders may be used instead of plus cylinders to determine
the best correction for the cylinder power and axis. If minus cylinders
are used, the above procedure must be revised to reflect the change
in sign. .

REFINING FINAL SPHERICAL POWER
When neither the power nor the axis of the cylinder-can be improved,
the power of the sphere is refined by testing with +0.25 sphere and -
. 0.37 sphere and changing the spherical power. [f the sphere is
_ changed at this point, the cylinder should be rechecked. This process
- is repeated until no further significant lens changes are made.

This refraction protocol can be summarized as follows. First, having
eliminated any possible accommodation with plus spheres, the
spherical equivalent power is placed on the retina. Then the cylinder
- power and cylinder axis-are assessed. This process of checking:

- sphere, cylinder axis, and cylinder power is repeated until there are -

. no changes that result in an increased number of letters being read.

~ ldeally, at the end of the refraction, the sphere is checked and the

- participant neither tolerates increased pius nor improves with

~ increased minus spheres. Then the axis is checked and no change in
axis is indicated. Finally, the cylindrical power is checked and no :
change in this is indicted. At this point, the refraction is completed. -
Sometimes this endpoint .cannot be reached because there are an
unending number of small corrections at each repetition of the .
process.. When it becomes clear that these small changes are not :
resulting in an increased number of letters.read correctly, the ;
examiner can termmate the refraction.

The lens con'ectnons obtained in this way for the right eye are

recorded on the Visual Acuity Worksheet as the corrections obtained

by subjectlve refraction for the right eye. - The entire process is ,
. repeated for the left eye, and these lens corrections are also recorded

on the Visual Acuity Worksheet as the corrections obtalned by

subjective refractlon for the left eye. .

* VisionCare Ophthalmic Technologles, Inc 50 : . - -protocol IMT-002
Confidential - -7 Ameéndment #1 L . o
February 10 2003
VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IMT)

PASANIA-. AMFNDMFENT 14 . . - Volume 1T of TV. Page 51




 TESTING

" DISTANCE =

" USING THE _
ETDRS CHART

TESTING -
PRINCIPLES

TESTING BEST CORRECTED VISUAL ACUITY

" Visual acuity testing is'performed at a distance of 2 meters for all

patients, including those who could not be refracted at the two-meter
distance. Visual acuity is tested at 1 meter only if the number of
letters read correctly at 2 meters is less than 20.

The distance from the patient's eyes to the visual acurty chart must

‘be exactly 2 meters. The patient must sit for the 2 meter visual acuity
test. His or her back should be firmly touching the back ‘of the chair.

- The examiner should ensure that the participant is sitting comfortably,
“that the head does not move forward or backward during the test,
' and"‘that the participant's eyes remain at the 2 meter distance.

First, the nght eye is tested (non-lmplanted eye after surgery) and

then the left eye (IMT implanted eye after surgery) is tested. All

visual acuities will be evaluated with the subject's eyes in the straight-

~ ahead, primary position of gaze. This will help to assure that visual

acuity in the non-implanted eye is measured without the use of

-peripheral vision.  The {MT implanted eye will have no peripheral

vision, but for reasons of consistency should be conducted in the

: same manner.

- 1. As prevnously mentloned room lights should-be tumed off dunng

visual acuity testing. The retro-illuminated box will provide
suffi crent light for the examiner to record results of the test.

‘2. The patlent should be told that the chart has letters only and no

numbers. [f the patient forgets this instruction and reads a _
number, he or she should be reminded that the chart contains no
numbers and the examiner should request a letter in lieu of the
number. ‘Examiners should point to the chart and to specific letters
on the chart.. Examiners should never read any of the. Ietters
during the test.

3. Because each Ietter will be scored, the patient should be asked to

read slowly (at a rate not faster than about one letter per second)
~in order to achieve the best identification of each letter. The
- examiner should not proceed with the next letter.or line of letters
until the patient has given a definitive answer for each letter. it may
be useful for the examiner to demonstrate the letter-a-second pace -
by reciting "A, B, C,..". If, at any point, the participant reads too
?qu1ckly, he or. she should be asked to stop and read slowly.

4. Each partl_clpant erI be encouraged to read the letters on the chart

- as they become smaller and more difficult to read. Each time a
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SCORING

'SCORING FOR 2
METER TESTING

SCORING FOR 1
" METER TESTING

*participant says he/she cannot read a letter, the examiner will
-encourage him/her to figure letters but not to randomly guess at
them. If the participant identifies a letter as one of two or more
letters, he/she should be asked to choose one only. The examiner
should remind the participant to blink normally during all testing.
All visual acuities are to be evaluated with the patient’s eyes in the
straight-ahead, primary position of gaze. The testing and
recording of answers will continue until the patient states that

- helshe can no longer read or figure out the letters. The examiner

" may stop the test at this point provided that the patient has
previously made some errors that indicate that the best possible
acuity level has been reached. Patients are encouraged to make
a best possible choice for several reasons: 1) statements that
they cannot identify a letter are often unreliable, and 2) bias may
be reduced when effort is maximized through guessing.
Furthermore, inter-center variability of visual acuity measurement

~ is minimized when uniform instructions for testing are employed.

5. Where a wrong answer is given, have the patient proceed with the
next letter, but re-evaluate the "wrong" letter again after completing
. the line. If patient loses their place, he/she should be asked to go
“back to the top line, and start again, reading only the first or last
. letter in the line for those lines which were complete, once the
‘missed line is reached, continue with standard examination. This -
procedure, called the First Letter Technique is used inall
examinations with low vision charts, also during rehabilitation.

» The examiner records each letter identiﬂed.coi'rectly by circling the

corresponding letters on the Visual Acuity Form. Letters read
incorrectly and letters for which no guesses are made are not marked
on the form. Each letter read correctly is scored as one point. The

- score for each line (which is zero if no letters are read correctly) and

the total score for each eye is recorded on the Visual Acuity Form

after testmg is completed.

If testing at 1 meter is not required, 15 points are automatically scored
for the 1-meter test. The total combined score (i.e., the sum of the 2
meter and the 15 points awarded for the 1 meter test) is recorded on’
the Visual Acurty Form. -

' Eyes readlng Iess than 20 letters correctly at 2 meters should be
tested at 1 meter. Both the 2 and 1 meter totals should be recorded

on the Visual Acuity Form. [f the trial frame is to be removed when
changing the test distance from 2 meters to 1 meter, the testing chart
should first be removed from view to prevent the participant from
reading the chart with the fellow eye. =

Before testing at 1 meter, a +0.50 sphei‘e should be added to the 2-
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" meter correction already in the trial frame to compensate for the'
closer testing distance. The participant must sit for the 1-meter test.
.. The avoidance of any head movement forward or backward is
.. particularly. |mportant during the 1-meter test.

SCORING LIGHT  If visual acuity is so poor that the participant cannot read any of the

PERCEPTION . largest letters at 1 meter (i.e., the number of letters read correctly at 1
(LP)ANDNO - meteris zero), light perception should be tested with an indirect
LIGHT ophthalmoscope in a darkened room. The indirect ophthalmoscope
PERCEPTION light should be in focus at 3 feet (91.5 cm) with the rheostat set at

" (NLP) maximum voltage. From a distance of 3 feet (91.5 cm), the beam

should be directed in and out of the eye at least four times, and the
participant should be asked to respond when he or she sees the light.
_ ,,,If the examiner is convinced that the participant perceives the light,
" vision should be recorded as light perception. Otherwise, vision ’
. should be recorded as hand movement or no.light perception. NOTE:'
Patients with vision this poor at baseline are NOT quallﬂed for
participation in. the IMT-002 Study

;NOTE 'The"’-s-above Refractlon and. BCVA: Testmg Protocol

_ ‘modified version of one pubhshed by Lighthouse.

| The calibration requirements outlined involving a photometer are
| -encouraged if the device is available, but is NOT required-as part
‘of the IMT-002 Study. The Sponsor does encourage the- site to

| periodically confirm the Iummance quality with the use of a

_faistandard Ilght meter. . .
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APPENDIX 2 3
INTRAOCULAR PRESSURE MEASUREMENT

- ‘_Measu_ring intraocular Pressure
~ Michael A,'I_(ass, M.D.

Requrred at all Study Vrsrts
Except Vrsron Trarnmg

Goldmann tonometry as the mtematlonal gold standard for tonometry is qurte accurate
- and reproducible if proper technique is used. Interobserver variability is in the range of 0
to 3 mm Hg, which is less than the diurnal variation of mtraocular pressure The
techmque of Goldmann tonometry is as follows:

1. -The patrent is told in advance not to drink alcoholic beverages for 12 hours or to
smoke marijuana for at least 24 hours before tonometry. Food and llqmd in usual .
. quantities are permitted although large amounts of ﬂurd (e g.. 500 ml or more) should
be .avoided for four hours before the test ' T . :

2. The patrent is told the purpose of the test and is reassured that the measurement is
' not painful. The patlent is instructed to relax, maintain hls posrtlon and hold hls eyes
- openW|dely : e AR

3. One drop of a toplc anesthetrc such as 0.5% proparacaine or 0. 4% benoxmate is
_fplaced in each eye, and the tip of a moistened fluorescein strip is touched to the tear
" layer on the inner surface of each lower lid. Alternatively one drop of a combrned
- . - anesthetic-fluorescein strip is touched to the tear layer on the inner surface of each -
" .lower lid. Alternatively one drop of a comblned anesthetrc-ﬂuorescern solutlon can
_be mstrlled in each eye.

4. The tonometer and pnsm are setin correct posmon on the slit lamp

" B.. The tension knob is set at 1 g. If the knob.is set at 0 ‘the prism head may vnbrate .
‘ ‘when it touches the eye and damage the comeal epithelium. The 1 g position is
‘used before each measurement. As a rule, it is more accurate to. measure
mtraocular pressure by lncreasmg rather than decreasrng the force of applanatuon

6. The0 graduatlon mark of the prism is set at the white line on the pnsm holder.. If the
~patient has more than 3 diopters of corneal astigmatism, the area of contact between
‘the cornea and the prism is elliptic rather than circular. In this situation the prism
should be rotated to 43 degrees from the long axis of the ellipse-that is, the prism-
~graduation corresponding to the least curved meridian of the comea should be set at
.}the red mark on the prism holder. An alternative approach is to average the
““intraocular pressure readmgs obtamed wrth the axrs of the pnsm honzontal and then
vertrcal : '
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REHABILITATION CHECKLIST .

REHABILITATION BASICS

VISUAL SKILLS

GRADUAL VISION
PRACTICE

 REHABILITATION
PROGRAM .

Localizing, Fixating, Scanning, Tracing'"and Tracking |

. Recognizing large static objects.
- Observing moving targets.

Walking while looking at stationary targets.

Walking while looking at moving targets.

1-2 Weeks Post-Op - Distance Vision — TV Watching

Use Refraction Correction (+/: fellow-eye .pa.tching) "
Practice at 2-3 meters. Assure light dimming for contrast

. enhancement.
_"Practice 3 times a day (5 minutes each. gradually increasing to

20 minutes).

- . Ask patients to descnbe 5|ght with operated eye (emphasrze itis

used)

. 2 3 Weeks Post-Op Drstance & lntermedlate Vlsmn

L Use updated refraction correction (+/- fellow-eye patching).

. Continue TV watching practice (3 times a day, 20 minutes each) -

Start outdoor practice in quiet familiar place (sunglasses_/patchlng
if needed). :

e - Assess the need for refraction correction.

Create a personal list of basic intermediate activities according to
patient's interests (e.g. playing cards, painting, arranging ﬂowers :
and preparing meals). .

Start practicing intermediate actlvrtles (wrth hlgh rllumlnatron)

-+ ldentify difficult stages for each task, and practlce untrl
. improvement is achieved. .

3-4 Weeks Post-Op (and followrng sessrons) Dlstance, Intermedrate
and Near Vision: _ :

' _"Use updated refraction correction (+/- .fellow-eye patching).

Continue TV watching practice (3 times a day, 20 minutes each).
Continue outdoors practice (in street or maII with sunglasses or

' patching if needed).

Continue practicing mtermedrate actlvrtres emphasrzrng practrce
of difficult stages. -

Reading Program: Practice usrng adequate near correctlon (rf
needed patch fellow eye)
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7. The cobalt filter-is used with the slit beam opened maximally. The angle between the
illumination and the mlcroscope should be approximately 60°. The room illumination

is reduced.

8. The patient is seated in a comfortable position on an adjustable stool or examining

" chair facing the slit lamp. The heights of the slit lamp, chair and chin rest are
adjusted until the patient is comfortable and in the correct position for the
measurement. The patient's chin is supported by the chin rest and the forehead by

" the forehead bar. The forehead bar should be well above the patient's eyebrows so
the frontalis muscle can be used to open the eyes widely. The patient's collar and tie
should be loosened if necessary. The patient should breathe normally during the ’
test to avoid Valsalva's maneuver. o

9. “The palebral fissure is a little wider if the patient looks up. - However the gaze should
‘be no more than 15° above the horizontal to prevent an elevation of intraocular
pressure that is especially marked in the presence of restrictive neuromuscular
disease. A fixation light may be placed in front of the fellow eye. The patient should
blink his eyes once or twice to spread the fluorescein-stained tear film over the
cornea and then should keep his eyes open widely. In some patients it is necessary
for the examiner to hold the eyelids open with the thumb and forefinger of one hand.
Care must be taken not to place any pressure on the globe because this raises
' mtraocular pressure .

10. The operator sits opposite the patrent in position to look through the microscope.
" The clinician moves the assembly toward the subject. When the black circle near the
tip of the prism moves slightly, it indicates contact between the prism and the globe.
" Altematively, the assembly is advanced toward the patient until the limbal zone has a
" _ bluish hue. The biprism should not touch the lids or lashes because this stimulates
blinking and squeezing. Touching the lids also thickens the fluorescein rings, which
may cause an overestimation of intraocular pressure.

11. The clinician observes the applanation through the biprism at low power. A

~monocular view is obtained of the central applanated zone and the surrounding
fluorescein-stained tear film. Using the control stick, the observer raises and lowers
and centers the assembly until two equal semicircles are seen in the center of the
field of view. If the two semicircles are not equal in size, intraocular pressure is
overestimated. The clinician turns the tension knob in both directions to assure
himself or herself that the instrument is in good position. If the semicircles cannot be
made "too small,” the instrument is too far forward. If the semicircles cannotbe .

~made "too large,” the mstrument is too far from the eye~

" 12. The fluorescein nngs should be approximately 0 25 to 0.3 mmin thrckness that is
" one-tenth the diameter of the flattened area.. If the rings are too narrow, the patient
should blink two or three times to replenish the fluorescein; additional fluorescein
- may be added if necessary. ' If the fluorescein rings are too wide, the patient should
- blink two or three times to repienish the fluorescein; additional fluorescein may be
- “added if necessary. If the fluorescein rings are too wide, the patient should dry his
- " eyes lightly with a tissue, and the front surface of the prism-should be dried with lint-
- free material. An excessively wide fluorescein ring is less of a problem than a very
narrow ring but can cause the intraocular pressure to be overestimated .
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13. The fluorescein rings normally undergo a rhythmic movement in response to the
cardiac cycle. The tension knob is rotated untit the inner borders of the fluorescein
nngs touch each other at the midpoint of their pulsations. The mtraocular message
is the mean of these 2 readings.

14. Intraocula'r pressure is measured in the right eye twice. If the 2 readings disagree by
1 mm Hg or less the average is the IOP. If the 2 readings disagree by 2 mm Hg or
more, a third reading is taken. : The IOP is the median of these readlngs lntraocular
pressure is then measured in the Ieft eye. ,

15. The reading obtalned in grams is-multiplied by 10 to give the intraocular pressure in
millimeters of mercury. This value is recorded along with the date, time of day, list of
‘ocular medications, and time of last instillation of ocular medication if IOP is

measured on dlfferent days an attempt should be made to standardize the trme + 1

hour. .

16. It is possible to transfer bacteria, viruses, and other infectious agents with the - -
tonometer head. This includes such potentially serious infections as epidemic
keratoconjunctivitis, hepatitis B, acquired immunodeficiency syndrome, and

~ Creutzfield-Jacob disease. To prevent cross-contamination, the biprism should be
rinsed and dried immediately after useé. Between uses, the prism head should be
cleaned with a solution such as chloramine-T diluted bleach, 3% hydrogen peroxide,
70% ethanol, or 70% isopropanol. An altematrve approach is to cover the surface of
the biprism’ wrth a plastic film. ,

17. The Goldmann tonometer should be calibrated at least once a month. The metal
balance bar Is attached to the main pivot above the force knob. With the testbar at
_ its 0-position, the prism head should move when the knob is turned to 0 + 0.1
-~ g. When the bar is decentered to the 2-position, the prism should move ‘when the
knob is advanced to 2 + 0.1g. When the bar is decentered to the 6-position, the
biprism should move when the knob is advanced to 6 +0.1g. If the Goldmann
- 'tonometer is not within'0.1 g- of the correct calibration, , the instrument must be ‘

repalred

Although the Goldmann tonome eris relrable and accurate through a wrde range of
intraocular pressures, errors.in measurement can arise from a number of factors,

including the following:

1.. :Inadequate ﬂuorescem starnrng of the tear film causes an underestlmatron of
- intraocular pressure : : _ .

2. Elevatrng the eyes more than 15° above the horizontal causes an :
- overestimation of intraocular pressure. Widening the lid ﬁssure excessrvely
causes an overestlmatron of rntraocular pressure.

3. "_'Repeated tonometry reduces mtraocular pressure causrng an
- - underestimation of the true level.- This effect is greatest between the first and
+ second readings, but the trend continues through a number of repetitions.
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4. A scarred irregular cornea distorts the ﬂuoresceln ings and makes |t difficult
to estlmate intraocular pressure.

5. The thickness of the comea affects intraocular pressure readings. if the is
thick because of edema, intraocular pressure is underestimated. If the
cornea is thick because of additional tissue, intraocular pressure is
overestxmated The Goldmann tonometer is accurate after eplkeratophakla.

6. If the examiner presses on the globe or if the patient squeezes his eyelids,
intraocular pressure is overestlmated :

7. If corneal astigmatism is greater than 3 diopters, intraocular pressure is
underestimated for with the rule astigmatism and overestimated for against
the rule astigmatism. The intraocular pressure readlng is inaccurate 1 mm
Hg for every 3 diopters of astngmatlsm
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" Appendix 2.4
SPECULAR MICROSCOPY

Required at Pre-operative and Months 3, 6, 9, 12, 18 & 24 post IMT implantation.

The main safety concern to be addressed by specular microscopy is the possibility of a
chronic loss of endothelial cell density, which, even ata Iow yearly rate could, over time,
lead to corneal edema and decompensation.

To determine endothelial cell.density loss, specular microscopy will be performed

* preoperatively and at the Month 3, 6, 9, 12, 18 and 24 examinations. Losses due to
surgical trauma may be determined by evaluating the cell counts at Month 3 (or Month 6)
in comparison to the preoperative measurements. To determine losses over time,
measurements from the Month. 3 (or Month 6) and later time pomts will be analyzed.

Analyses of specular microscopy data will include the detenmnatlon of the mean cell
density loss over time and a frequency distribution. The mean rate of cell density loss
will be calculated via a pa_lred analysis in order to calculate the mean of the differences.

} Colle tion of data :
'The methods used for the collection and analysis of specular mlcroscopy data are
critically important to minimizing the variability associated with these measurements

Common sources of vanablllty in specular microscopy are:

diffi culty in retumlng to same. locatron on the comea at each visit;
poor image quality (Iess than 100 countable cells); -

technician error; and

lmproper reader anaIysns

o To address dlfferences in location of the i lmage within a gwen area of the cornea, three' :

B acceptable images should be taken at each visit. The mean densrty from the three
|mages should be used. _

- Problems due to poor image quality and/or technician error will be avoided by using
- appropriate equipment and trained, experienced clinical sites equipped with nan-contact
.-specular microscopes. Images.will be stored on 35 mm slides, half-inch video; or in
electronic format such as CD's, floppy disks and/or zip drives. Sites may also- produce
high quahty photographic i |mages Wthh can be electronlcally scanned and dlgltlzed ’

.- Specular camer_as that can reccrd dlgltlzed |mages on disk are preferable for ease of
data transfer : ‘

- Prior to the. begmmng of the study, each srte wrll be reqwred to. take an'initial setof =
images for an evaluation of image quality. Training (or retralmng) will be performed as
*_necessary and include the following |mportant pomts '
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An :acceptable image has:
. distinct cells;
_-'. at least 100 identifiable (countable) cells as a minimum, 150 cells preferred
- and
' ceIIs that can be grouped ina umform area.

- To capture agoodi lmage
make sure the patient is comfortable
_instruct the patient to blink; :
instruct patient not to move and to open eyes wide;
instruct patient to focus stralght ahead or.on the green Ilght
- be patient; and
o necessary, use the manual setting. (Note that the use of the, manual settung
may require additional tramlng ) .

A central reading center will be retained for both obtalnmg specular mlcrographs of
-adequate quality, and for analyzing the specular images. The reading center or
technician performing the image analysis will be advised of the following:-

e A minimum of 100 cells (ideally 150 cells) in a contiguous area will be counted.
The center method for counting cells is recommended.

s The quality of cells in an image is critical. Since the presence of disease can
increase variability (e.g., polymegathlsm/pleomorphlsm post-contact lens wear,
keratoconus), the area with the fewest distortions (not in shadow, washed-out or -

‘ blurred) should be used for the image analysis.

SPEcuLAR A non-contact specular microscope will be used at each site. '
MICROSCOPY = The mean density from three |mages of the same Iocatlon of the cornea |

PROCEDURE " will be made.

- .ENDOTHELIAL - 1. The location to be photographed is selected by clicking on the mark
. IMAGE that indicates the location of the fixation target An lmage will be

' PHOTOGRAPHY  taken of the central cornea.
: * 2. Patients will be askeéd to place their chin on the left. chm rest for -

" photography of the right eye and on the right.chin rest for
photography of the left eye. Adjust the height of the chin rest so that
an image of the patient's eye can be seen on the monitor screen with

- the ‘pupil in the approximate center of the screen. The patientis -
. asked to stare at the fixation target until an image is photographed.
3. An endothelial image is recorded by clicking on the appropriate -
_ indicator button on the instrument. The instrument aligns, focuses
and-takes the endothelial photograph automatically and the .-
endothelial i rmage will ‘appear on the screen immediately.

4. Al endothelial i |mages will be recorded and sent to the specular
g mlcroscopy readlng center for lmage analysis.
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REQUIRED AT
VISITS

THE

REHABILITATION - !
~Traditional eye care treats the cause of the condition; low vision care

. addresses the consequences. Our goal is to provide the patient with
- the-skills to adjust to the IMT and to its use |n such a way that optimal
" function is achieved i in minimal time. _ .

CONCEPT

. FIvE 1
FUNDAMENTAL
SKILLS -

APPENDIX 2.5

. VISION TRAINING

Weeks 1, 2,4,6,10 & 12 -

“The goal for rehabilitation of low vision patients is to enhance -

independent living outcomes for individuals who have low vision.

In the traditional medical model of rehabilitation, the eye care
professional is the source of action; the patient complies actively; and
the patient’s family provides mostly passive support. In this proposed
rehabilitation model, the patient becomes the source of action
(actively assisted by their families), while the eye care professional
does the guiding. This is a significant shift in roles, one that needs to
be thoroughly discussed at the pre-operative stage. It may also be.
necessary for the low vision professional to provide emotional
support, due to the in intensive nature of the pre- and post-op
relatlonshlp

The role of the family is critical since patients need the help of their
relatives or friends for both emotional support and home training.

‘Because patients often forget what they are told at the clinic, it is
. important to include the family in all explanations. It is the family

member or friend who will verify that home training is performed, and
assure that the correct environment is provided (such as Ilghtlng and’
contrast of objects), for optimal rehabilitation. .

Initially, only distance correctlon should be prescribed. At six to eight
weeks, the near correction should be added.and clinical assessment ~

.of both near and distance should continue throughout the year.

REHABILITATION BASICS
There are five fUndamental skills in vision:A

LOCALIZING - locating an object of interest into the IMT’s field of view.

" If difficult, the patient should first look at the object with both eyes,

then obscure the fellow eye and try again with implanted eye. IR B = _“ : |

. FIXATING — performed by the operated eye. This means that the
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'IOperated eye fixates on.the object, thus enabling object identification.

SCANNING ~ the natural eye movement performed by the operated
eye.

TRACING — following a path between objects of interest Perform

" initial trai training with a few lines of large size letters printed on a long

piece-of paper. Tell patients to follow the line from one letter to the

next. Use the “thumb tracking technique” to locate the next line on
the page. ’

TRACKING - the ability to follow a moving object. Patients first practice
tracking on slow moving objects such as a walking person, and

. then progress to faster moving objects such as cars and buses.

Tracing and tracking are expected to be almost natural with the IMT,
as it uses natural eye movements.

GRADUAL VISION ' Gradual vision practice includes the folI’owing'. steps:

PRACTICE ' '
1. Have the seated patient try to recognize large static objects -
2. While seated, observe moving targets such as a person walking

3. Walk while looking at stationary objects
4. Walk while looking at moving targets
Practice begins indoors, with training sequences proceeding from'
simple tasks to complex ones and from static to dynamic. For
outdoors activities, start in a quiet, familiar environment with few
moving objects. Assess llght and glare reqmrements if needed use
sunglasses.
'REHABILITATION PROGRAM

' SCHEDULED Rehabilitation is a very individual process, and it is best to meet wnth

. REHABILITATION ~patients once every one or two weeks. Usually six to eight sessions|
VISITS will suffice. The basic schedule for the training is as follows

1. Begin distance task practice one to two weeks after surgery.
2, Intermediate task training begins 2 to 3 weeks post-op.
3. Reading practice begins 3 to 4 weeks after surgery.'

" DISTANCE _ vWatchmg TVisa relatuvely easy task for IMT |mplanted patients. Start
ACTIVITIES this training 1 to 2 weeks after surgery, from a distance of 2 to 3
REHABILITATION meters. Practice daily, 3 times a day for 5-10 minutes each,

increasing to 20 minutes. Use the prescribed glasses with or without
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. fellow-eye patching. Patients should describe what they see with the
operated eye (| e. details of figures). Encourage them to understand
- that they're using the operated eye. If the fellow-eye is patched, have
them try to use hoth eyes once they feel comfortable..

Next, proceed to outdoor activities. Useful targets for outdoors.
distance training are building signs, cars or other large stationary
objects. As vision improves, proceed to street sngns bus/house
numbers and slow moving objects.

INTERMEDIATE Intermediate distance actlvmes vary between individuals, so create an

DISTANCE activity list based on the patient's own interests. Remember the need

ACTIVITIES for high illumination. Typical intermediate activities include playing

REHABILITATION cards or board games, painting pictures, arranging flowers or_
preparing meals. Identify the difficult stages of each task, and practice
them repeatedly, until improvement is achieved.

Initially, select familiar activities.. In advanced training it is valuable to
engage in novel tasks. Novel tasks promote the development of the
motor-eye coordlnation necessary for better skills.

'READING . Reading is one of the most difficult tasks to do with low vision aids. It
REHABILITATION _ requires intense effort and concentration from the patient. More than
: .. for other tasks, high illumination is critical, and should always be
directed over the shoulder to the text. If the patient prefers, reading -
can be done initially with fellow-eye patching 'Encourage use of both
‘eyes as patient progresses ' .

Start readlng practice 3-4 ‘weeks after surgery.using adequate near
‘correction. Reading at home is an essential part of rehabilitation. A
family member should ensure high illumination and distance
adjustment. Training should take place regularly, three times a day.
Initially, sessions should be only 5§ minutes long but should uitimately
- be increased to 20 minutes. Time increases should be individualized.
A total of one hour of reading per dayis suﬁ‘ cn_ent for most patients.

~ ADEQUATE L Read letters sized 1-2 lmes larger than near visual
PRINT SIZE . .,acmty threshold.

TEXT . .. The standardized text used at the clinic should serve
CALIBRATION . as the “personal.calibration text” for home use.
. Patients start each session at home with this text. -
‘They should then try reading ancother text with the
- .same_print size. If this is difficult, they should refer
- back to the "personal calibration text”. Knowing that
. this text was read clearly at the clinic, tells the patient
. if the home reading environment is correct. _
- Potentially discouraging problems caused by low
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~ illumination, inadequate distance or too small print
can be significantly reduced through use of the
“personal calibration text”.

STABLETEXT  Text should be in a constant position. Restiton a
POSITIONING  stable surface, rather than holding in the hands. The
- best way is to use a book-hoider.

THUMB - This “trick” is critical for low vision patients. The
TRACKING = most difficult task in reading is finding the beginning
TECHNIQUE of the next line. Tell patients to place their thumb at
the beginning of the first line, and keep it there while
reading. When they reach the end of line, they can
then look for their thumb. Since it's possible to find
one's thumb even in total darkness, finding it
becomes an easy thing to do. This simple trick can
. make a huge difference for most patients - both in
. reading rate and in confidence.

NATURAL EYE  Assure that patients read by moving their eyes along
SCANNING " the line as in normal vision. Point out the difference
‘ - between this mode of reading and the external
telescope reading.

“ONESIZE - An important design concept of the IMT is the “one

FITSALL” - size fits all' principle. Should a patient require larger
PRINCIPLE. - magnification for reading due to disease progression,
simply bring the text closer and add low diopter plus
correction, . _ '
WRITING Somie patlents may want to write. The principles of wntmg -
REHABILITATION rehabilitation are:
1. Refractlon Use the same correction used for reading.
2. Documentation: All written matenal should be kept and dated for
progress identification. .
3. Reading: The patlent should read the written matenal
WRITING "PAPER - Use non-ruled paper -
TECHNIQUES '
' LETTERS - Use large letters. The patvent may either
*PRINT or use script letters.
e LINEs &.Loops -If Ietters are difﬁcult, startby =
_ drawing lines and loops simulating handwriting.
- TEXT - Start writing easy daily-life tasks: list 5-10
grocery items, write an address on an envelope, etc
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(with dates).

READ TEXT -‘Have the patient read their written
material. This will help them determine if the writing
is sufficiently legible, and wili demonstrate the impact
of large letters on reading ability.

PROGRESS - Show the patient the progress made
over the weeks. The patient should bring all the lists
written to the follow-up and try reading the items.
Since all items are dated, progress should be easily
recognized.

FORMS & CHECKS - The use of structured forms

" (such as checks) can be taught if the patient shows

interest. A blank check should be placed in front of

_ . the patient, who then fills it out. Encourage the

patient to use large letters. In the USA, all banks

" carry large print checks for visually impaired

customers (at no additional charge). Checks should
be written for small amounts and voided once
written. When writing a check the patient should first
locate the place on the form to be filled in. This

‘could be accomplished with the fellow eye for

patients who can work with the fellow eye
uncovered. Once the place on the check is located
the pen's tip should be placed there and located
using the operated eye. The patient should write the
item (date, name or amount) while maintaining the
pen's tip in the field of view. Large letters should be
written, filling or even exceedlng the space provided
on the check. .

IMT BINOCULAR .Visual function with the IMT is based on the detail vision of the

FUNCTION

H

operated eye and the peripheral vision of the fellow eye. Ideally,
patients will use the IMT with the fellow eye uncovered. However, if
“this presents a problem, initial training can proceed with the fellow
.eye patched or the spectacle lens taped. This promotes use of the
'IMT. With practice it is often possible to- achieve use wnthout the

Remember that if'patiehts report diplopia or anisoConia, it is a good
sign that both eyes are being used.. In most cases this state is
transient, and simply requires temporarily patchlng, or taping the
spectacle lens of one eye: _

- Patch the feuow-eye ’in static_ vision.
- Patch the operated eye when in motion.
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REHABILITATION CHECKLIST '

REHABILITATION BASICS

- GRADUAL VISION o

PRACTICE .
: .
L ]

_ VISUAL SKILLS Localizing, Fixating, Scanning,' Tracing and Tracking

- Recognizing large static objects.

Observing moving targets.

_ Walking while looking at stationary targets
Walklng while fooking at moving targets.

REHABILITATION ',1 -2 Weeks Post—Op D|stance Vision—-"TV Watchmg

. PROGRAM

Use Refractton Correction (+/- fellow-eye patchmg)
Practice at 2-3 meters. Assure light dimming for contrast
enhancement.

" Practice 3 times a day (5 minutes each. gradually mcreasmg to -

20 minutes).
Ask patients to describe snght with operated eye (emphasize it is
used).

2-3Weeks Post-Op - Distance & 'Intermediate Vision

Use updated refraction c‘orrection. (+/- fellow-eye patching). |
Continue TV watching practice (3 times a day, 20 minutes each)

.Start outdoor practice in quiet famlllar place (sunglasses/patchlng

if needed).

‘Assess the need for refraction correctlon

Create a personal list of basic intermediate actnvnties accordlng to

. patient's interests (e.g: playmg cards, painting, arranglng flowers
--and preparing meals). -

Start practicing intermediate actrvmes (with high lllummatlon)
Identify difficult stages for each task and practice untll
lmprovement is achleved '

3-4 Weeks Post-Op (and followmg sessnons) Dlstance Inten'nedlate .
and Near Vision ‘ : ,

Use updated refraction correction (+/§ fellow-eye patohi_ng)..
Continue TV watching practice (3 times a day, 20 minutes each).

~ Continue outdoors practice (in streetor mall with sunglasses or

patchingif needed).

‘Continue practicing mtermedlate actnwtaes emphasuzmg practlce
of difficult stages. ,

Reading Program: Practice usmg adequate near correctlon (1f

needed, patch fellow eye)
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Assure high illumination
Use adequate print size '
Create a personal calibration text, which WIII serve for each
home reading session
" Assure stable text positioning - .
.. Teach patients to use thumb tracking technique. . -

VYV VvV

"~ Reading at home is an essential part of rehabilitation. A family .
 member should monitor reading (high illumination, distance
adjustment). Practice three times a day. At first only 5 minutes per
session, gradually increasing to 20 minutes.

BINOCULAR Repeat practice assessment and binocular preference every session.
REHABILITATION. . ' : . )

Further reading in low-vision & rehabllltatlon

1. Low Vision Rehabilitation-Caring for the whole person. Fletcher DC (ed )
Ophthalmology Monograph (12), AAO, 1999,
2. ‘The Art and Practice of Low Vision, 2ed. Freeman PB & Jose RT Boston, .
Butterworth-Heinemann, 1997,
3. Primary Low Vtsnon Care ‘Nowakowski RW. Norwalk, Appleton & Lange 1994
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- APPENDIX 3 SPONSOR S COMMITMENTS

. The Sponsor ls commltted to: .

1. Complying with all applicable health authority regulations governing the conduct
of clinical research studies, including the U.S. Food and Drug Administration.
2. Protecting the rights, health, safety and welfare of study subjects.
B Informing the clinical investigators of any new information about the study-which

may affect the healith, safety or welfare of the subjects, or may influence their
decision to continue parﬂcnpatuon in the study.

4.  Providing the clinical lnvestlgators with the’ study" protocol, 'var'id a full set of Case
Report Forms on which to document the study evaluation vanables for each
-subject entered into the study. -~ _

5. ' Providing the statistical analys:s and study report writing resources necessary to - '
-complete repomng of the study results

6. : -Ensuring equity of consnderatlon among all mvestlgators in multlcenter studies in
all matters of publlcatlons meeting presentatlons etc. -

7. . Certifying that IRB approval of the protocol and Investigators Agreement wﬂl be
completed prior to treatment at an mvestlgatlonal site. ‘

VISIONCARE OPHT HALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IMT)
DAZNNLA_. A MENDMENT 14 ' “Volume 11 of TV. Page 69




APPENDIX 4 INVESTIGATOR’S QUALIFICATIONS AND RESPONSIBILITIES

Each Ihvestigator must be a licensed physician who has completed a residency or
preceptorship in ophthalmology. The Investigators have the following responsibilities:

1. Subject Selection

The Investigator is responsible for assuring that all subjects entering the study
conform to the patient selection criteria.

2. Informed Consent

The Investigator is responsible for fully reviewing the: nature of the study, the
possible risks, and alternative treatments with prospective patients prior to their
enrollment in the study. The Investigator is responsible for obtaining written .-
Informed Consent in compliance with 21 CFR 50 for each patient, prior to enroliment
in the trial. A copy of the signed Informed Consent Form will be maintained in the
. patient's medical record, and a copy of the signed Informed Consent Form will
 become an integral part of each Case Report file provided to the Sponsor.

3. Institutional Review Board (IRB) Approval

The Investigator must obtaln approval for his partlc:patlon in thls protocol from the
" IRB for the institution at which the procedure will be performed, prior to entering any
_patients in the study. The Informed Consent document to be used will also be
- submitted by the Investigator to the IRB for approval prior to initiation of the study.
- Assurance that the IRB approval of the study protocol and Informed Consent has
been obtained will be provided to-the Sponsor prior to initiation of the study.

4. Subject Evaluations and Data Reporting

The Investigator is responsible for complying with the requirements of the study
protocol, any amendment or clarifications as published by the study Sponsor -
(VisionCare) and performing the patient evaluations as described in the study
protocol. All information generated by the patient evaluation will be recorded on the

~ Subject Case Report Forms provided by the Sponsor. Case Report Forms will be

. filled out in black ink or will be typewritten. Any corrections will be. made by single
lining out and initialing. Correction fluid will not be used. The Investigator will sign
and date each individual form upon its completion and will return the originals, not
copies; to VisionCare Ophthalmic Technologies. Copies of all Case Report Forms
will-be retained in the Investigator's office in order to-be available for monitoring by

* VisionCare Ophthalmic Technologies personnel or by authorized FDA personnel.
Original laboratory reports will be retained by the Investigator, but as the results
become available, they will be entered on appropriate Case Report Forms. Legible
reproductions of the original laboratory reports wnll be lncluded with the completed
Case Report Form file.

Immedlately upon completloh of eéch'oatie‘nt'exammatxon the c'ompleted 'Stgned and
- dated Subject Case Report Form shall be submitted to the Sponsor for review and
statistical analysus .

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC, IMPLANTABLE MINIATURE TELESCOPE (IMT)
VOAZANIA A vsTamMENT 14 . Valnme 1T of TV. Page 70




_ Investigator(s) will not deviate from the study protocol without priof approval of
VisionCare Ophthalmic Technologles uniess protection of the health, safety or
'welfare of study subjects requures prompt actlon :

" .5. Record Retention

The Investigator shall maintain. all patlent records for whichever of the followmg
_periods is shortest: .
a. A period of two years after the date on whlch the FDA approves the marketlng of
. the device for the purpose that was the subject of the study.
b. A period of five years after the date on which the results of the study are
submitted to the FDA in support of the marketing of the device for the purpose .
that was the subject of the study.

6. lnvestlgational Material Accountability

The Investigator must malntaln accurate records of the recelpt of all investigational
material shipped by VisionCare Ophthalmic Technologies, including the date, model
and serial numbers of the product received. - In addition, accurate records must be
kept on'the amount and date that investigational material, by serial number, was
* dispensed or réturned to the Sponsor. The product label will be placed in the
~ patient's chart and the number recorded on the Case Report Form. The Investlgator ,
‘must assure that study supplies be dispensed only to subjects-enrolled in the study
per the inclusion / exclusion criteria and under the direct supervision of the
“Investigator or his / her Co-Investigators.
Records of all investigational supplies réceived, used and retumed must be kept by
~ the Investigator. All unused investigational supplies will be returmed to the Sponsor
as soon as practical upon completion of the trial. Investigational material accounting
procedures must be completed before the study is considered terminated.
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PROTOCOL AMENDMENTS
~ AMENDMENT 002
- AMENDMENT 003
AMENDMENT 004
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IDE No. G000115/515 )
Iimplantable Miniature Telescape (lMTM)
August 14,2003 - Notice of IDE Change

PROTOCOLIMT-002 .
AMENDMENT 2 '

A PROSPECTIVE, MULTICENTER CLINICAL TRIAL OF THE -
TMPLANTABLE MINIATURE TELESCOPE (IMT™) IN PATIENTS WITH
CENTRAL VISION IMPAIRMENT ASSOCIATED WITH AGE RELATED
.. MACULAR DEGENERATION OR STARGARDT’S MACULAR DYSTROPHY k

Protocol I_MT-OOZ is hereby amended as follows:

L The baseline examination must be performed within 90 days of IMT
implantation (instead of 45 days), however best corrected distance acuity
(BCVA) must be measured within 45 days of surgery.

VISIONCARE OPHTHALMIC TECHNOLOGIES, INc. :
- IMPLANTABLE MINIATURE 'l‘u,xscom =
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IDE No. G000115/S16
Implantable Miniature Telescope (IMT"“)
September 12, 2003 - Notice of IDE Change

PROTOCOL IMT-002
AMENDMENT 03 ,

A PROSPECTIVE, MULTICENTER CLINICAL TRIAL OF THE
IMPLANTABLE MINIATURE TELESCOPE (IMT™) IN PATIENTS WITH

CENTRAL VISION IMPAIRMENT ASSOCIATED WITH AGE RELATED
MACULAR DEGENERATION OR STARGARDT’S MACULAR DYSTROPHY

Protocol IMT-002 is hereby amended as follows:

1. The clinical protocol requires that the patient be given the opportunity to choose
which type of visual restoration is preferred by wearing the different corresponding
external telescopes (2.2X and 3.0X) for a proper period of acclimation before
selecting the IMT that is likely to provide the preferred vision enhancement. This is
being revised; patients will practice with the 2.2X corresponding external telescope at

- home only. :

- The reason for this change is thét the correspondmg 3.0X external telescope is not
indicative of the postoperative results, since the external telescope field of view does
not con'espond dlrectly to the field of view provided thh an IMT.

The specific protocol modlﬁcatlon is as follows:

If the patient achieves a 5-letter improvement in visual acuity
-with either or both of the external telescopes, he/she is a
candidate for implantation, and should be given the 2.2 X
external telescope to take home and use in practice sessions for |
~ - | at least three days. Patients should be instructed to attempt _
5 | daily tasks and activities such as watching television (from 2-3
: me‘ters), making coffee, reading, washing hands, etc., while
wearing the external telescope in order to provide the patient
{ with a simulation of the v15ual acuxty that may be achieved with

| the IMT.

1. 2. The process of subject entry as described in the study protocol has been
- clarified. In the original protocol, patients were considered enrolled after
- providing written informed consent. This is being revised under Amendment
- 03, such that a screening identification number will be assigned after

. VISIONCARE OPHTHALMIC TECHNOLOGIES, INC.
" IMPLANTABLE MINIATURE TELESCOPE |
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IDE No. 60001151816

Implantable Miniature Telescope (IMT"M) ,
Septeniber 12, 2003 ~ Notice of IDE Change

.+ -obtaining informed consent and prior to preoperative screening. When
“preoperative screening establishes that the patient is eligible, a subject

- “identification number will be assigned and the patient will be considered
'enrolled in the trial.

The specxﬁc protocol modxﬁcatxon is as follows

When it is established that the patient may be eligible, written informed
consent will be obtained. The patient will sign and date the consent form in

" the presence of a witness. The Investigator will also sign and date the consent
form. One copy of the informed consent form will be retained with the patient
records and a copy will be provided fo the patxent A screening identification.
number will be as51gned and preoperative screemng will be performed. When
preoperative screening establishes that the patient is eligible, a subject
identification number will be assigned and the patient will be considered
enrolled in the trial. .

3. Theclinical pr rotocol currently specifies that an 8 mm — 10 mm incision be made at
the 120°160° meridians, as in standard cataract surgery. The size of the incision is -
being increased to 10 mm - 12 mm. This recommendation is being made based on

the additional surgeon cxpenence with IMT implantation, to better accommodate the

IMT.
The specific protocol modiﬁcation is as"follows- o

A 10 mm — 12 mm incision is made at the 120°-l 60° mendlans asin standard
cataract surgery. : .

4. The protocol currently requires constriction of the pupil prior to ophthalmic
‘viscosurgical device (OVD) removal. This is being revised; first, the viscoelastic
material will be removed, followed by constriction of the pupil. This order of steps
durmg the implantation procedure more closely reflects standard surgical practice
since it i is dlfﬁClllt to constrict the pup11 with a high viscosity OVD a.round the IMT.

The spec1ﬁc protocol modlﬁcatlon is as follows

Lxmbal insertion and scleral tunnel 1mplantatlon
~ Step7: - The. ophthalnuc viscosurgical device (OVD) agent is removed.
. Step8: ~ The pupnl is constncted

.5, The protocol requifes the Day‘-l'-visit to occur 18 - 36 hours postoperatively and the
Day 7 visit to occur 4 - 10 days following surgery. This is being revised; the Day 1
 visit must occur 24 - 36 hours post-implantation and the Day 7 visit must occur 5 - 10

" VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. -
" IMPLANTABLE MINIATURE TELESCOPE :
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IDE No. G000l 151816
Implantable Miniature Telescope (IMT"")
September 12, 2003 - Notice of IDE Change -

days post-unplantatlon These changes are bemg made to tlghten the visit schedule
 requirements and reflect current postoperative. follow—up schedules at the clinical

* . sites.

The specific protocol modification is as follows:

Examination Schedule = o '
e Dayl : (24 to 36 hours postoperative)
e Day7 : (5’ to 10 days postoperative)

- 6. The protocol requires that data entries boxes or spaces should not be left blank, but
instead should indicate: a “-* for missing or not available data. This is being revised
" to indicate “NAV” for missing or not available data. This change is being
~ implemented to avoid ambiguity in the data review and management process.

The specific protocol iﬁodiﬁcatiop is as follows:

Data entries boxes or spaces should not be leﬁ blank, but mstead should
- indicate: NA = not applicable, ND=not done or NAV= nussmg or not
available data. o :

VlSlONCARE OPHTHALMIC TECHNOLOGIES, lNc :
IMPLANTABLE MINIATURE Tsu:scoee :
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- PrROTOCOL IMT-002
‘ AMENDMENT 04
A PROSPECTIVE, MULTICENTER CLINICAL TRIALOFTHE . : o |
IMPLANTABLE MINIATURE TELESCOPE (IMT™) IN PATIENTS wrm . '
CENTRAL VISION IMPAIRMENT ASSOCIATED WITH AGE RELATED
MACULAR DEGENERATION OR STARGARDT’S MACULAR DYSTROPHY

' Protocol IMT-002 i is hereby amended as follows

‘1. The vxsxt wmdow for the 24-month patlent visit is expanded from 90-102 weeksA
Mo 84-1 02 weeks. .

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC, -
IMPLANTABLE MINIATURE TELESCOPE

' VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IMT)
POSNN3I4- AMENDMENT 14 " Volume II of IV, Page 77



- APPENDIX 5 VFQ-25

THE NATIONAL EYE INSTITUTE 25 ITEM
'VISUAL FUNCTION QUESTIONNAIRE (VFQ-25)
|NTERVIEWER FORMAT

Required Preoperatively and at Months 3, 6, 9, & 12 post IMT
implantation. _

: _NOT Réquired after Month 12 post IMT implantation.

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. ' IMPLANTABLE MINIATURE TELESCOPE (IMT)
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* QUALITY OF LIFE QUESTIONNAIRE:

_ THE NATIONAL EYE INSTITUTE 25 ITEM |
VISUAL FUNCTION QUESTIONNAIRE (VFQ)
INTERVIEWER FORMAT | '
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The National Eye Institute 25-Item
Visual Function Questionnaire (VFQ-25)

Version 2000

This final version of the VFQ-25 differs from the previous version in that it includes an extra driving
item from the appendix of supplmentary questions as part of the base st of items. Also, the
revised scoring algorithm excludes the single-item general health rating question from the calcultion
of the vision-targeted composite score. Because of these 2 changes, the base set of items actually
includes 26 questions; however, only 25 are vision-targeted and included in the composite score.
Please seethe “Frequently Asked Questions” (FAQ) section for additional clarifications of these

changes.

‘Background

The Nationd Eye Institute (NEI) sponsored the development of the VFQ-25 with the goal of
creaing a survey that would measure the dimensions of self-reported vision-targeted health status
that are most important for persons who have chronk eye diseases. Because of this goal, the survey
measures the influence of visual disability and visual symptoms on generic health domains such as
emotional well-being and social functioning, in addition to task-oriented domains related to daily
visual functioning. Questions included in the VFQ-25 represent the content identified duringa series
of condition-spedific focus groups with patients who had age-related cataracts glaucoma, age-
_related macular degeneratlon diabetic retmopathy, or CMV retinitis. '

‘The VFQ-25 is the product of an-item-reducti_)nvanalysis of the longer field test version ofthe
survey calked the 51-item National Eye Institute Vision Function Questionnaire (NEI-VFQ).2
The longer version contains 51 questions which represent 13 different sub-scales. The NEI-VFQ
Field Test Study collected the data needed to examine the reliability and validity of the survey -
across all of the above-mentioned ocular diseases. Also, reliability and validity was assessed in a
“heterogeneous group of patients with low vision from any cause and a group of age-matched
persons with normal vision. A published report describes the psychometric properties of the longer
field test version of the survey.> Additionala number of clinical studies have used either the 51 or

' the25-item version of the NEI-VFQ across a number of chronic ocular conditions. *® Despite the -
success of the longer field test version and its continued use, to enhance feaSIbllty a short-fmn
version was planned since the earliest developmental p hase.

. The VFQ-25 consists of abase set of 25 vision-targeted questions representing 11 vision-related
" constructs, plus an additional single-item general health ratingquestion. The VFQ-25 also includes

. an gppendixof additional items from the 51-item version that researchers can use to expand the -

scaks up to 39 total items. -All items in the VFQ-25 are from the 51-item field test version; nonew -
items were developed for use inthe VFQ-25. Unless otherwise specified, the mmamder of this
document will use the teem VFQ-25 torefer to the base set of items.
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The VFQ-25 takes approximately. 10 minutes on average to administer in the interviewer format.

. There is ako a self-administered version ofthe survey ; however, psy chometric testing of the self-
administered version has not been done. The VFQ-25 generates the following vision-targeted sub-
scakes: global vision rating (1), difficulty with near vision activities (3), difficulty with distance
vision activities (3), limitations in social functioningdue to vision (2), role limitations dueto vision
(2), dependency on others due to vision (3), mental health symptoms dueto vision (4), driving
difficulties (3), limitations with peripheral (1) and color vision (1), and ocular pain (2). Addiionally,
the VFQ-25 contains the single general health rating question which has been shown to be arobust
predictor of future heakh and mortality inpopulation-based studies. Please see the FAQ section for
more mfomntlon about the general health rating questlon. :

Development of the NEI VFQ-25

The guiding princip les for the selection of the short-form items included: 1) low item-level missing
datarates;2) normal distribution of response choices; and 3) retention of items that exphined the
greatest proportion of variance in the 51-item sub-scales. The tems retained in the VFQ-25 and the
optional items (provided in the appendix to the survey) are listed on Table 1. A report descrlbmg
the performance of the VFQ-25 relative to the Field Test version is curently under review. 2 The
reliability and validity of the VFQ-25 is similar to that observed for the 51-item version of the
survey .. On average, each VFQ-25 sub scale predicts 92% of'the va‘lance in the corresponding 51-
1tem sub-scale soore. ,

» Optlonal Items

Appendix 1 consists of addmonal questions that users may addtoa specific sub-scale Inclusion of

* ‘these may be helpful ifa particular sub-scale represents the primary domain of vision-targeted
 HRQOL that is fek to bemost important for the condition under study . For example, if a user is
testing a new treatment for macular degeneration, by adding near vision questions A3, A4, and A5 to
VFQ-25 questions 5, 6, and 7, the investigator would have a six-item near vision scale rather than a
three-item scale. The addition of these items wouid enhance the reliability of the near vision sub-
scak and # likely to improvethe responsiveness of the sub-scale to the intervention over time
(Table 6).If items from the appendixare used, the VFQ-25 developers would encourage usersto
" incorporate all optional items for a given sub-scake. This strategy will enhance the comparability of
results across studies. ’

Scoring , .
Scoring VFQ-25 with or without optional items is'atwo-step process: -

- o First, original numeric values from the survey arere-coded following the scofing rules outlinied in
Tablk 2. All items are scored so that a high score represents better functioning, Each item is then
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- converted to'a 0to 100 scale so that the lowest and highest possible scores are set at 0 and 100
' pomts respectively. Inthis format scores represent the achieved peroentage of thetotal P ossible
_SCOTe, €. g ascore of 50 represents 50% of the hlglest posmble score. '

e Instep 2, 1tems within each sub-scak are averaged together to create the 12 sub-scale scores.
" Tabk 3 indicates which items contribute to-each specific sub-scale. Items that are left blank
(missing dzta) are not taken into account when calaulating the scale scores. Sub-scaes with at
- least one kem answered can beused to generate a sub-scale score. Hence, scores represent the
average forall tems inthe sub-scab that the respondent answered.

Composnte Score Calculatlon

'To cdeulate an overall composite scoré for the VFQ-25 simp ly average the vmon—taxgeted sub-
scale scores, excluding the general health raing question. By averaging the sub-scale scores rather

- than the individual items we have given equal weight to each sub-scale, wheeas averaging the kems

would give more welght to scales ‘with more items.
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- Table 1 Ttemm Number Translation from the 51-Item Field Test Version to the YFQ 25

S =retained in the VFQ-25 A= retamed in the appendlx should be used for the VFQ-39 :
--- = deleted from the VFQ-25 & VFQ-39 :

Jlimitations

A VFQ-25’ FiedTest| [ | VFQ2s
Sub-scale | Status| Ques. # | Version' | Sub-scale | Status | Ques. #
Ques. L
general | - S 1 |- 1;,.“29 - social fx
health k : TR , ' ,
~ general A Al |30 5 socialfx A A9
health " - e . )
|- general S 2 31 social fx S 13
| ~ vision ' ' ' .
| expectations | 5= - - distance A A8
..... ' _ vision
well-being/ | S 3 distance A A7
1 distress o : ~ vision , y
‘well-being/ | --- - distance S 14
- distress vision g
ocular pain S 19 “driving S 15
(filter item) - .
expectations | - - |  diving | S 15a
| (filteritem) | . -
©| expectations | . - | driving - § S '15b
: o) (filter item) - B :
expectations | --- -~ | 35¢ | driving S - 15¢
well-being/ | S 25 |36 | driving | -~
distress T '
ocular pain S -4 © 37 | driving | S 16 -
well-being/ [ - —-— | 38 | driving. { S 16a *
~distress o e o »
general | A A2 . ~ role S 17
vision : . limitations | .
near vision S 5 ) “role A ~Alla
_ o | limitations ’
| nearvision [ A A3 -well-being/ I
L - - distress -
near-vision S - 6 role - —
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near vision | = --- — | 39 role Allb
. .. limitations .
near vision S 7 C39f role S 18
_ ' . o] limitations
. distance S 8 : 40 . | well-being/ A Al2
vision ’ v distress
distance - - 41 -~ | dependency S 20
vision ST '
distance S 9 well-being/ S 21
| vision distress '
"I peripheral | S 10 “wellbeing/ | S 2
-] . vision _. distress
| - distance A A6 dependency - -
- vision ‘ ' '
socialf&x | S 11 dependency A Al3
" nearvision | A A4 dependency S 23
color vision | - S 12 dependency | ~ S 24
near vision A A5

(#AlO)

e VFQ-25 1tem 16a was listed in previous versions as pa't of the appendxxof supplemental items
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: Y,Tabl"e 2. Scoring Key: Recoding of Tters

Ite_niNﬁmbcrs : | - Change-.;originalrésponse category  To recoded value of: -
1,3,4,15¢ 1 100
2 75
3 50
c 4. 25
.5 0
2 1 100
- 2 . .80
"3 .60
4 40
5 120
| N 6 .0
" 5,6789,10,11,12,13,14,16,16a . 1 100
A3,A4A5,A6,A7T,A8A9 2 75
4 . 2
5 : 0
. . 6 S *
17,18,19,20,21,22,23,24,25, 1 0
AllaAllb,Al12,A13 - . 2 25
4 TS
5. 100
ALA2 0 0
0. ‘ - to
10_ e 100
@ Precoded response choioes as prin'téd in thé questionnaire
® Jtem 15c has four-response levels, but is expanded to a ﬁve-levels usmgltem 15b..
Note: If 15b=1, then 15¢ shouk be recoded to “0”
- If 15b=2, then 15¢ should be recoded to missing. -
If 15b=3, then 15¢ should be recoded to missing.
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(© « A before the item number indicates that this item is an optional item from the Appendix. If
optional items are used, the NEI-VFQ developers encourage users to use all items for a given
“sub-scale. This will greatly enhance the comparability of sub-scale scores across studies.

* Response choice "6" indicates that the person does not perform the activity because of non-
- vision related problkems. If this choice is selected, the item is coded as "missing." -
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‘Table 3. Step2: Averaging of Items to Generate VFQ-25 Sub-Seales

_ - Items to be averaged
Scale . . S Number of items- (after recodingper Table 2)
General Health 1 1
- General Vision -1 2

Ocular Pain 2. 4,19
Near Activities 3 5,6,7
Distance Activities 3 '8,9,14
Vision Specific: o L
~ Social Functioning 22 11,13 ,

Mental Health 4 3,21,22,25

Role Difficulties 2 17, 18

Dependency 3 20, 23, 24
Driving 3 15¢, 16, 16a
Color Vision 1 12
Peripheral Vision 1 10

" Table 4. Step 2: Averagin

gof Ttems to Genemté VFQ-39 Sub-Scales (VFQ-25 + Optional

Items)
S _ Items to be averaged
Scale : s Number of items (after recodingper Table 2)
General Health - 2 1, Al '

. General Vision 2 2,A2 i_
Ocular Pain - 2 4,19 L
Near Activities _ 6 5,6,7, A3, A4 A5
Distance Activities 6 8,9, 14, A6, A7, A8
Vision Specific: I

~ Social Functioning 3 11, 13, A9 o
Mental Heath 5 3,21,22,25,A12
Role Difficulties - 4 ..17,18, Alla, Allb
Dependency . 4 20, 23,24, A13

Driving 3 15c, 16, 16a
Color Vision 1 12 '
1 10

Peripheral Vision
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Fi'gum 1. Example of VFQ-25 Scoring Algorithm for Neaf_Activities Sub-Scale

5.-How much difficulty do you have reading ordmagg print in news;gp_e rs? Would you
say you have:

No difficulty at all

1

A littke difficulty _ _ 2

Modemte diffculty ........ : R—

- Extreme difficulty ' . (4)

. - Stopped doingthis because of your eye51ght ...,.; mmmmm 5
- Stopped doingthis for other reasons or not o

" interested in doingthis i

6. How much difficulty do you have doing work or hobbies: that require you to see well
up close, such as cooking, sewing, fixing ... ? Wouldyou say you have:

No difficulty at 1] I ' (1)
. A little difficulty ' _ ; 2
 Moderate difficulty e 3

Extreme difficulty ... ‘ 4

Stopped doingthis because of y our ey esight emmmmsnnd
Stopped doingthis for other reasons or not :
mtelested in doingthis... -

‘,7 Because of your eyesnght how much dlfﬂculty do you have finding something on a -
crowded shelf? Would you say you have:

" No diffculty at Allsns S 1
A little difficulty ... i — 2
Moderate difficulty - : 3
Extreme difficulty , i e 4)

Stopped doingthis because of your eyesnght ............................5
* Stopped doingthis for other reasons or not ,
mtetested in domgthls — ' . 6
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Scoring examﬂe. Figure 1.

Ttems 5, 6, and 7 are used to generate the near activities sub-scale score (Table 3). Each ofthe items

~ has 6 response choices. Response choice 6 indicates that the respondent does not perform the
activity because of reasons that are unrelated to vision. If a respondent selects this choice, the

answer is treated as missing and an average of the remaining items is calculated. Response choice 5

indicates that an activity is so difficult that the participant no longer performs the activity. This

-~ extremely poor near vision response choice is recoded to “0” points before taking an average of all

three items. To score all items in the same direction, Table 2 shows that responses 1 through 5 for

items 5, 6, and 7 should be recoded to values of 100, 75,50, 25, and 0 respectively. If the

respondent is missing one of the 1tems, the person s soore W1ll be equal tothe average of the two -

non-mlssmg 1tems

Formula:
(Score for each i itemwith a non-rmssmg answer)
: ~.Total number of items with non-mlssmg answers .
Example:
With responses converted: = (25+100+25) ‘= 50

3

Note: 100 = Best, 0= Worstpossible score.
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‘Psychometric properties of
VFQ-25 sub-scales _
Psychometric data for VFQ-25 reported in the earlier pre-publication version of the scoring manual
have been updated and submitted for peer-reviewed publication.? The values reported in this
:document are identical to those reported in the future publication and should be used when cltng
- the performance characteristics of the VFQ-25

_ Statistical Power Calculations

Tables 8, 9, and 10 are provided to estimate statistical power when using the VFQ-25 and VFQ-
39. These tables estimate the number of subjects needed per group to attain 80% power (alpha =
0.05, two-tailed) depending on the anticipated difference in scores between groups, Table 8
contains power calculations for changes over time between two experimental (i.e. randomized)
groups using a repeated-measures design. For example, if one were interested in being able to
detect a 5-point difference for the VFQ-25 General Vision sub-scale, one would need 271
subjects per group. Table 9 shows power calculations for two experimental groups using a single,
post-intervention measurement design. Such a design is not as precise as a design that uses a
baseline and post-intervention measurement points (i.e., more subjects are needed per group to .
detect the same difference). Table 10 provides corresponding sample size information for a non-
experimental (i.e. non-randomized) repeated-measures design where subjects self-select into the

“two groups. One sees that the number of subjects needed per group is more than that needed for
a randomized experiment (Table 8) and less than the number needed for a randomlzed _post-

~ intervention-only measurement design- (Table 9).
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- Table 8. Saniple sizes needed per group to detect differences in change over time between two
experimental groups for the VFQ-25, repeated measures design :

- Number of Points Di'ﬁ'en_‘ence

~ VFQ-39 Composite

* Scale Name SD 2 5 10 20
VFQ-25: . PR :
General Health - . 26.00 - . 1696 271 68 17 .
General Vision " 21.00 1106 177 44 1

* Ocular Pain* 1700 725 116 = . 29 . 7 )
Near Activities - . 2900 © 2110 338 -84 21 .
Distance Activities 29.00 2110 338 - 84 21
Social Functioning . 27.00 1829 293 . 73 18
Mental Health 27.00 - 1829 293 73.. 18
Role Difficulties 29.00 2110 338 84 S21 -
Dependency 28.00. . 11967 315 79 20
Driving - -.35.00 3073 492 123 31
Color Vision - - 23.00 1327 . 212 . 53 13
Peripheral Vision 2700 1829 203 .- 73 . 18
VFQ-25 Composite - 20.00 1004 161 . 40" 10
VFQ-39: g . .
General Health , 21.00 1106 177 44 11

" General Vision 19.00 906 - 145 36 9

- Ocular Pain 1700 725 116 29 7

- Near Activities S 2800 1967 315 79 20
Distance Activities 26.00 1696 271 68 17
Social Functioning 25.00 1568 251 63 16
Mental Health 26.00 1696 271 68 17
Role Difficulties 28.00 1967 315 79 200
Dependency 27.00 1829 293 73 18
Driving - - 35.00 3073 492 12331
Color Vision™ .« 23.00 1327 212 53 13
Peripheral Vision 27.00 1829 293 73 18

: 21.00. 1106 177 44 - 11

' v'r-Note Scales are all scored on 0-100 possible range Estunates assume alpha 0. 05 two-tailed t-
test power = 80%, and an inter-temporal correlatxon between scores of O 60.
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Table 9 Sample sizes needed per group to detect differences between two expenmental groups

. for the VFQ-25, post-intervention measures only.

Number of Points Difference

VEQ-39 Composite - 2100 1729 277 69

ScaleName - SD 2 5 10 20
- YFQ-25: : :
General Health - 2600 2650 424 106 26
General Vision 21.00 1729 . . 277 69 17
Ocular Pain . 17.000 - 1133 181 45 11
Near Activities - 29,00 3297 527 132 33
Distance Activities - 29.00 3297 527 132 33
Social Functioning 27.00 2858 457 114 29
Mental Health ; 27.00 2858 457 114 29
Role Difficulties - 29.00 3297 527 132 33
Dependency - 28.00 3073 492 123 31
Driving ‘ _ 35.00 4802 "~ 768 192 48
Color Vision .. 23.00 2074 332 - 83 21
Peripheral Vision © - 27.00 2858 457 114 29
VFQ-25 Composite 20.00 - 1568 251 63 16
‘VFQ-39: . : : g .
General Health . S 21000 01729 277 .69 17
General Vision - 19.00 1415 - 226 57 - 14
“QOcular Pain 17.00 1133 18t - 45 11 :
Near Activities ’ o - 28.00 3073 492 123 31
Distance Activities - 26.00 2650 424 106 26
Social Functioning 25.00 2450  392° 98 25
Mental Health 2600 2650 424 - 106 26
Role Difficulties - - - 28.00 3073 492 123 31
Dependency 27.00 2858 457 114 29 _
Driving . = = - , 35.00 4802 768 . 192 48 .
‘Color Vision. .~ 23.00 2074 332 83 21
" Peripheral Vision 27.00 - 2858 457 114 29
17

Note: Scales are all scored on 0-100 p0551ble range. Estimates assume alpha = 0.05, two-talled t-

test, and. power = 80%
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for the VFQ-25 repeated measures de51gn

| Number of Points leference

| Table 10. Sample sizes needed per group to detect differences between two self-selected groups

Scale Name ~ SD 2 5 10 20
VFQ-25: S _
General Health _ - 26.00 2120 339 8 21
General Vision 21.00 1383 221 55 14

- Ocular Pain - 17.00 906 145 .36 9

Near Activities : -.29.00 2637 422 105 26
Distance Activities 29.00 2637 422 105 26
Social Functioning . 27.00 - 2286 366 91 23
Mental Health 27.00 - 2286 _' 366 - 91 23
Role Difficulties 29.00 2637 422 105 26
Dependency - 28.00 2459 393 98. 25

. Driving ) - 35.00 3842 615 - 154 38
- Color Vision . 23.00 1659 - 265 66 17
Peripheral Vision 27.00 2286 366 91 23
VFQ-25 Composite 120,00 1254 201 50 13
VFQ-39: o g
General Health : , 21.00 - 1383 - 221 55 14
General Vision 19.00 1132 181 45 11
Ocular Pain 17.00 906 145 36 9 .
Near Activities - 28.00 2459 393 98 25
Distance Activities 26,00 2120 339 85 21
Social Functioning 25.00 - 1960 314 78 20
Mental Health 26.00 2120 339 85 21
Role Difficulties 28.00 2459 . 393 98 -25
Dependency 27.00 2286 366 91 23
Driving , 135.00 3842 615 154 38
Color Vision- - 23.00 1659 265 66 17
Peripheral ’ 27.00 . 2286 366 91 23
VFQ-39 Composite 21.00 1383 221 - 55 14

Note: Scales are all scored on 0—100 possible range.Estimates assume alpha = 0.05, two-talled t-
test, power =80%, and an mter-temporal correlatlon between scores 0f0.60.
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consequence of accepting and using this document

1. Changes to the NEI VFQ-25 - July 1996 may be made without the written permission of RAND However, aII such
changes shall be clearly identified as having been made by the recipient. )
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accuracy of any translations of the NE! VFQ-25 Test Version - July 1996 into another Ianguage and for any. errors,
omissions, misinterpretations, or consequences thereof s

" 3. The user of this NEI VFQ-25 - July 1996 accepts full responsibllity, and agrees to hold RAND harmless. for any
consequencos resulting from the use of the NEI VFQ-25. )

4. Tie user of the NEI VFQ-25 - July 1996 will provide a credit line when printing and distributing this document or
in publications of results or analyses based on this instrument acknowledging that it was developed at RAND under'
the sponsorshlp of the National Eye Institute.

5. No'further written permission Is needed for use of this NEI \.IFQ-25>- July 1896, -
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lnstructions"-

B I m going to read you some statements about problems which involve your vision
or feelings that you have about your vision condition. After each question | will
- read you a list of possible answers. Please choose the response that best

' 'descnbes your situation.

-Please answer all the questlons as if you were wearlng your glasses or contact
' lenses (if any) _ _

Please take as much tlme as you need to answer each questlon All your-

- answers are confidential. In order for this survey to improve our knowledge
about vision problems.and how they affect your quallty of life, your answers must
be as accurate as possible. Remember, if you wear glasses or contact lenses
for a particular activity, please answer all of the followmg questions as though

you were wearing them

" ©R199%
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Visual Fun.ctioning Questi_onnaire -25

PART 1 - GENERAL HEALTH AND VISION

1. In .general, would you say your overall health is*:

'READ CATEGORIES:

(Circle One)
Excellent .......c.ccoeciirerananaene 1
Very Good......ccceccirensnnnnnane 2
GOOd......cccrnrnnsnnarrannanaasnanss 3
| o 11 S 4
POOF ecerrsrersersesnsarsensssnensess 5

2. Atthe present time, would you say your eyesight'using both eyes
(with glasses or contact lenses, if you wear them) is excellent, good,

fair, poor, or very poor or are you completely blind?

- READ CATEGORIES:

(Circle One)
Excellent ........................... 1
GOOd.....cccceiremnmnrnnrnaranananase 2
Fair..cccooeeeeicmsssnmmivnssiorsssssase 3
POOFr cccuurieeecnnreenssncsssvannanes 4
Very POOT .....cecummnesienraesens 5
Completely Blind.............. 6

: Skip Question 1 when the VFQ-25 is admmlstered at the same tlme as the SF-36 or

RAND 36-item Health Survey 1.0

© R 1996
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" How much of the time do you worry about your eyesight?

.version 2000

(Circle One)
READ CATEGORIES: None of the time......ccc.eucueesecnssns 1
' SR N1 YR TR T - T— 2
Some of the time........cccccereuneen. 3
 Most of the time .......ccccervcvevceceress 4
| PV ET T 1T SE——
4. How much pain or discomfort ha"ve you had in and around your eyes
(for example, burmng, Itchmg, or achlng)? Would you say it is:
. : (Circle One)
READ CATEGORIES: NONE ..ccoeiiirnicnnerssosssscnsnense 1
[ 1. [P 2
Moderate .......cccoceiencsanaees 3
Severe, Or.....ccccevanss fessesseses 4
Very severe?.....c.ccessecicenees 5

PART 2 - DIFFICULTY WITH ACTIVITIES

‘The next questions are about how much difficulty, if any, you have doing
certain activities wearing your glasses or contact lenses if you use them

for that actlwty
5. How much dlfflculty do you have reading ordmag( grmt in
newspapers? Would you say you have:

-(READ CATEGORIES AS NEEDED)

(Circle One)

No difficulty at_all ................................................... 1

- Alittle diffICUIY cooeeeeernemeeesenssesssneereeesesssssssssssssassssins 2

* Moderate diffIEUMY ........ouueureseeeseessssssassusmssisniensrene 3
Extreme dlfflculty 4
~Stopped doing this because of your eyesught 5
- . Stopped doing thls for other reasons or not ‘
interested in domg this AT SR 6

" ©R19%.
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-4- ©version 2000

6. - Hdw much diftiEUIty do you have doing work or hobbies that require

~ you to see well up close, such as cooking, sewing, fixing things
around the house, or using hand tools? Would you say: S
- (READ CATEGORIES AS NEEDED) : o
- o o (Circle One) =~

NO AIffICUIY @t All..uveeeerrereresassesssasmmssesseseasssssssssssss 1
A little difficulty......ccconmereceeresnnns I S . 2
‘Moderate difficulty.......cccwwwrrrerees cessesmestase erenerieses -3
 EXtreme diffiCUIty ......ceueieecicenemssseesssmsensssessonesness 4

Stopped doing this because of your eyeS|ght 5

~ Stopped doing this for other reasons or not -
interested in doing this ........cccceemerrsrusrmsrsersreennss 6

- 7. Because of your eyesight, how much difficulty do .ybu have finding

- something on a crowded shelf?
o (READ CATEGORIES AS NEEDED)

: : : (Clrcle One)
. No difficulty at all.........cccccicrnnerianininnsnsicanensnssann 1
A little dIiffiCUItY ....oveereenesinnivnsnnmssamsessscnesessessssarses 2
" ‘Moderate difficulty.............. - reeeermusessennsinesss 3
Extreme difficulty..........ccvincraens A —— R 4

' - Stopped doing this beca'use of your ey'es'ight w B

', Stopped domg this for other reasons or not _
mterested in domg L1 6

. 8. How much dlfflculty do you have r. eadlng street sngns or the names of

stores?
(READ CATEGORIES AS NEEDED)
- : o : (Clrcle One)
‘ No dlﬂ" culty at all 1 .
" Alittle difficulty..... cebnensren eeversensenettonmne 2 y
“Moderate dlff|culty ...... S rivene A 3 .
‘Extreme difficulty..... R suembverseseans 4
Stopped doing thls because of your eyesnght ..... 5
. Stopped doing this for other reasons ornot
. mterested in doing this........cceeunnes T 6
©OR1996 .
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9. Because of your eyeSIght how mljoh diffi oulty do you h"ave going

down steps, stairs, or curbs in dim light or at night?
(READ CATEGORIES AS NEEDED) ‘ »

, . (C/rcle One)
~No dlff' iculty at all....... renerstsegrnensssassastagas s e ssasenase 1
. Alittle difficulty ......cceuseneeeene. S
Moderate difficulty .......o....unue. renmsiesessaissinismnarnnasinn, 3
Extreme difficulty........eermmuermmissrmsenmnsassesssasaces . 4

Stopped doing this because of your eyeslght 5

- Stopped doing this for other reasons or not '
interested in doing this ....c..ceccivmmirissemererassensees 6

10. Because of your eyesxght how much dlff' culty do you have notlcmg

objects off to the side while you are walking along?
(READ CATEGORIES AS NEEDED)

(Clrcle One)
No difficuity atall...eeeeerreonnses weenseesinnesensesensssntanan 1 ’
At dIffICUIY ..oeeeresserrssssensesesssssnssessssassssssssssssens 2.
Moderate difficulty........ voeseuesssrssmmesnsseeses 3
- Extreme difficulty..... rresssensensasinesarsassinrasnnnnansassasans 4

B _ Stopped doing this because of your eyesught.. -5

" Stopped doing this for other reasons or not
’ lnterested in doing this srsresensninesnsesseninnenenasines 6

11. Because of your eyesight, how much dlfflculty do you have s eemg

. how people react to things you say?
(READ CATEGORIES AS NEEDED)

_ (Circle One) . :
No difficulty at aII 1 :
A THE1E IFICUIY cvvvveveoerrrarassneessssmsessssssssssessasseseee 2
“Moderate difficulty............ cieestnmenassenssesaanes 3
Extreme AIFICUILY ..crvereusasisinnssssanenssssmssenssossssesenes &

Stopped doing this because of your eyesight ... .5 , V»
Stopped doing this for other reasons or not - S

interested in domg this ............... T sassinesanins.0
"©R1996
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1 2 Because of your eyesught how much difficulty do you have glckmg

.-out and matching your own clothes?
(READ CATEGORIES AS NEEDED)

. o (Circle One)
No difficulty at all..........cccosvemerericenrisceninissnnnscincenns 1
A little dIffICUIY ...cv.eueceseeseessessemrensessasmssresessmassensens 2
Moderate difficulty.........ccccrernnrnrsnnines sertserrnnsasenes 3
Extreme difficulty....c.cccciviinninnicnnicnnnisnssiennsennccnnnes 4

- Stopped doing this because of your eyesight.... 5

Stopped doing this for other reasons or not
interested in doing this .........cccccounsmmriresnnecsenans 6

13. Because of your eyesight, how much difficulty do you have visiting

with people in their homes, at parties, or in restaurants ?
(READ CATEGORIES AS NEEDED)

(Circle One)
No difficulty at all.........cccocevrnrecicecccnnnes weesesensinenaee 1
A little difficulty.......vcrnue. R —— ]
_.Moderate difficulty......... reeessesesnsonnseesennannnavarnn wevesen 3
Extreme difficulty............ SO ——— 4
Stopped doing this because of your eyesight.... 5
Stopped doing this for other reasons or not
mterested in domg L4111 J IR .

14. Because of your eyesight, how much dlfflculty do you have going out

to see movies, plays. or sports events?
- (READ CATEGORIES AS NEEDED) '

(Circle-Ohe) |

o _'No dlfflculty atall...ccccereennee RU— TR, |
. Alittle difficulty............ reeeesesssssnssens sssssseseasammserneeens 2
“Moderate difficulty ...........cccucernens eeressssseriensasanies 3
. 'Extreme dlfflculty..............'.......; ............................. 4

_ Stopped doing this because of your eyeslght 5 o
" 'Stopped doing this for other reasons or not

mterested in doing this ............ S S 6.
‘©OR1996
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15 ‘Now, I'd Ilke to ask about drlvmg a car. Are youg urrently dnvung at
least once in a while? ‘

(Clrcle One)
Yes cvmrsessssnsaseenss 1 Skip To Q 15¢
) [ Y 2

IF NO, ASK: Have you never never driven a car or have you glven up

drlvmg?
(Clrcle One)
| 'Never drove .. —— Sklp To Part3 Q 17
Gave Up.....cceeeens 2

15b. IF GAVE UP DRIVING: Was that mainly because of your
' eyesight, mainly for some other reason, or because of both your
exesmht and other reasons? ,

(Clrcle One)
Maiily €YeSIGht ..ooovrvrsrsmerersness 1 Skip ToPart3, Q17
Mainly other reasons ..........uiesssue: 2" Skip To Part 3, Q.‘_17

- Both ey_esight and; other reasons 3: Skip ToPart3, Q17

15c IF CURRENTLY DRIVING How much dlfflculty do you have
drivin durm  the da ime in familiar Iaces? Would you say

~you have
CENRE SR , (Clrcle One)
No difficulty at all .......ccoevvnineicnsnennnen
A little difficulty ......cccovvineeens F— 2 .
Moderate difficulty ............. cenessressenes 3
Extreme dlfflculty ..... eenvessassannnsisesnesse 4
f_{_-; . ©R199%6.
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16. How much difficulty do you have driving at night? Would you sayvyou
~ have: (READ CATEGORIES AS NEEDED) ‘

(Circle One)

No difficulty at all........ccccccvrmirrueene S 1
A little difficulty............... reresarennsneesnssniser 2
Moderate difficulty........ccosssenresncarnnecnu 3
Extreme difficulty......... vensmiseneseaensns er 4
Have you stopped doing this because '
of your eyesight........ccecoveiinnreccssanneens 5

Have you stopped doing this for other
. reasons or are you not interested i in
doing this ...cc.ccccerevvcnricscniicniinnensenes 6

16a. How much difficulty do you have driving in difficult conditions, such
as in bad weather, during rush hour, on the freeway, or in city traffic?
Would you say you have: ’
(READ CATEGORIES AS NEEDED)

(Circle One)
No difficulty at all.......ccccceeverrecmrirncncranes 1
A little difficulty.....c.ccceccnmnisccnarinisnninnanens 2
Moderate difficulty......c.cccccersmeremsesnsssonans 3
Extreme difficulty......ccceeensee — 4
~ Have you stopped doing this because
of your eyesight..........ccorersacnrannsvenes 5

Have you stopped doing this for other
reasons or are you not interested in

doing this .....ccccreeresssisssnsnsneanisennsecians 6
© R 1996
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| PART 3: RESPONSES TO VISION PROBLEMS

_The next questions are about how things you do may be affected by your
vision. For each one, I'd like you to tell me if this is true for you all, most,
some, a little, or none of the time. :

o ‘ ~ (Circle One On Each Line) v

READ CATEGORIES: All of Mostof Some Alittle None of

' ' ' the tlme the time ofthe -ofthe thetime
time time

17. Do you accomplishless 1 2 . 3 4 5
' than you would like '
because of your vision?

18. Are you limited in how
long you can work or.do _
other activities because of 1 2 3 4 5

~YOUF ViSION? wieicrsurerieas

- 19. How much does pain or
discomfort in or around
_your eves, for example,
_ burning, itching, or '
--aching, keep you from -
doing what you’d like to o
- be doing? Would yousay: 1 2 3 - 4 5

©R1996
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For each of the following statements, please tell me if it is defi nitely true,
mostly true, mostly false, or deflmtely false for you or you are not sure.

(Clrcle One On Each Lme)

Definitely _:M._ostly Not - Mostly Definitely -
True . . True Sure . False  False =

.120. | stay home most ofthe tlme L : ,
becauseofmyeyesught ..... 1 2 3 4 - 5

21. Ifeel frustrated a lot of the
© - time because of my’ ’ o o
. eyeSight.....iumennicrnsnsiiannee 1 2 3 4. 5

-22. | have much less control
. over what | do, because of S _
‘my eyesight. ......ccciesereenne 1 2 3 4 5

23, Because of my eyesight, |
- have to rely too much on AL o e
what other.peogle tellme.. 1 = 2 3 4 .5

24, |need a lot of helg from
others because of my

eye5|ght...;............;‘.'...._.......‘.‘.’-‘51 2 3 , 4 5

25. | worry about doing things
. : that will embarrass myself

- or others, because of my _ o ‘ _ o :
[SVLT1 [ | | O — 1 2. 3 - .4 5

. That's the end of the lnterv:ew Thank you very much for your
time and your help

b ©'R1996 -
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‘Appendix of Optional Additional Questions

SUBSCALE: GENERAL HEALTH

- A1. How would you rate your overall health, on a scale where zero is as
bad as death and 10:i |s best posslble health?

. (Circle One) |

o 1 2 3 -,,'4-. 5 6 1 8 9 0

 Worst E . S _ | o Best
SUBSCALE: GENERAL VISION | "

: A2 How would you rate your eyesight now (with glasses or contact lens
on, if you wear them), on a scale of from 0 to 10, where zero means the
worst possible eyesight, as bad or worse than bemg blind, and 10
means the best possrble eyesight? :

| - (Circle One)
o 1 2. 3 4_' 5 6 7 8 9 10
Wt T i et
SUBSCALE: NEAR VISION - S

A3. Wearmg glasses, how much difficulty do you have reading the small

- printin a telephone book, on a medicine bottle, or on legal form ?
Would you say:

(READ CATEGORIES AS NEEDED) o =3
. ' (Cir‘c';‘le.One)‘ -

| .No GHTICUIEY 3 8l roverreres 1

~ Alittle dlff'culty..-......_.,..'...’.......; ....... evminesseesisninses 2
* Moderate difficulty . .c.ueersmmsmiionssnrseseenssrssssenss 3
EXtreme diffiCcUulty.......cuummisirsissssses ERT— §

Stopped doing this because of your eyesnght . 5 »
' Stopped doing this. for other reasons or not

interested in domg this ..cccenensnes S 6
- ©OR19%6
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'Ad. Because of your eyesight, how much difficulty do you have fi gurmg
out whether bills you receive are accurate?
(READ CATEGORIES AS NEEDED)
(Clrcle One)

‘No difficulty at all......ccooeevenvessernssssisrscncnersienes 1
A little difficulty............... eeeresrensnesessesseenenensarernsrsens 2
Moderate difficulty......... SO |
Extreme diffiCulty.....ccccecmennivenunincneciniinsesinsniscsaseens 4

Stopped doing this because of your eyesight. 5

Stopped doing this for other reasons or not
mterested in domg this R cesnssnsseaseaenes 6

AS5. Because of your eyesight, how much difficulty do you have doing

things like shaving, styling your hair, or guttmg on makeup?
(READ CATEGORIES AS NEEDED)

_ - , (Circle One) .

~ No difficulty at all................... eecssesserasesesassesnsanaansane 1 '
A little difficulty............. Cinessansiasiasisenss cvemnnnns 2
Moderate difficulty...........cceers... essessiansnenssanasasesanes 3
 Extreme difficulty.......ccecosresmicivensmsisnenssensisnsasasssnsnss 4

~  Stopped doing this because of your eyesight.... 5
~ Stopped doing this for other reasons or not
interested in doing thls ...... J R, PO 6"

SUBSCALE: DISTANCE VISION

‘A6. Because of your eyeéight how much difficuity do you have )
~ recognizing people you know from across a room?

' (READ CATEGORIES AS NEEDED) . |
' (Cir'cle One) SR
No difficqlty = 1 - 1| IO wessusivaiennnnen 1
A Tittle dffICURY coneereereeeeereessrnivcsstessaessisassssssssssssssss 2
Moderate difficulty.........,...,..- ..................... T 3
Extreme difficulty........c.cce.. eeaseruensssnsnsintssrnanesssieninen 4

-Stopped doing this because of your eyeS|ght v 5
Stopped doing this for other reasons or not '

mterested in domg this enessssensans R — 6
" ©R 1996
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- A7. Because of your eyesight, how much difficulty do you have taking part
in active sports or other outdoor activities that you enjoy (like golf
bowling, jogging, or walking)?
(READ CATEGORIES AS NEEDED)

- (Gircle One)

_ No diffi culty at all..;,;.i.......;f;.;..,., ............................ 1
~ Alittle difficulty.....c.ccvvunse. SR — 2
Moderate dlfﬂculty ............... S SRR |
Extreme dlfflculty ................ S — S
Stopped domg thls because-of your eyeslght ..... 5
Stopped doing thls for other reasons or not
mterested in doing this .......cccceeenuse. S . ]

A8 Because of your eyesnght how much dlfflculty do you have eelng and

" enjoying programs on TV?
-~ (READ CATEGORIES AS NEEDED)

Coe '(Circleﬁ One)
_ No difficulty at all...........cceovennveciniinnseiisnsanresnsnssene 1 S
AT DIFICUIY...cesereeesssressseneesssmssseeesssesssssrensic 2
" Moderate difficulty........icceccsseene, reetessesssenensssenasasases 3
Extreme dlfflculty........;...'..........'..'.....'....'........a...; ..... 4

Stopped doing this because of your eye5|ght 5'

‘Stopped doing this for other reasons or not v
: mterested in domg this ........ S S S— .6

SUBSCALE SOCIAL FUNCTION

A9 Because of your eyesnght how much dlff‘ culty do you have

entertaining friends and family in your home ? o
(READ CATEGORIES AS NEEDED) '

| '(Cir'cl_e_‘ One)

~ No dlff'culty Bt Al ereeeeeessereseminetsoieessessnsenns 1
- Alittle diffi culty..........".-. ..................... sorsasuisirensseivans 2 -
a ‘Moderate difficulty..........c.... 3

o . Extreme dlffncuIty..................Q....‘..;.-....'......~....'......".*.'-.‘.. .4

. _Stopped domg this because of your eyes:ght ‘5
: Stopped doing this for other.reasons or not *

mterested in doing thls ............. rasvesanencs ernennensenass ©
‘©OR1996
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'SUBSCALE: DRIVING

A10.[This items‘,, “driving iﬁ‘"difﬁcult conditions”, has been included as item
16a as part of the base set of 25 vision-targeted items.] o

SUBSCALE: ROLE LIMITATIONS -

A11.The next questions are about things you may do because of your
-vision. For each item, I'd like you to tell me if this is true for you all,
.most, some, a little, or none of the time.

(READ CATEGORIES AS NEEDED)
(Circle One On Each Line)

Allof Mostof Some Alittle None of
the tlme the time ofthe ofthe the time

- S time time
a. Do you have more help :

from others because of 1 2. 3 4 5
your vision? ....ciceeeieens : S ’ :

b. Are youb limited in the R ,
kinds of thingsyoucando - 1 2 .3 4 5
because of your vision? o : - '

. © R 1996
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' SUBSCALES: WELL-BEING/DISTRESS (#A12) and DEPENDENCY (#A13)

The next questuons are about how you deal with your vision. For each- _
_statement, please tell me if it is d definitely true, mostly. true, mostly false, or -
defi mtely false for you or you don’t know. '

(Circle One On Each Liné)

Definitely: Mostly  Not Mostly Definitely -
True -~ True - Sure " False False

A12.1 am often irritable because

- of my eyesight. ....cceucuue.ne. 1 2 3 4 5

A1 3.1don’t go out of my home
alone, because of my

eYeSIGht.cccrcrermcrsesssssesinsives 1 2 3 4 5
- ©OR1996
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Site lSo.: ' Invesﬁgator No: D:D
- Patient NoL: Djj

'f VisjpnCGE?

Protocol: IMT - 002 '_:': - | Date of Exam: Ml ' | Dl I I YI : | I 'Patient Initials: D:D

ALL ITEMS MUST BE COMPLETED. MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP.

VISUAL FUNCTIONING QUESTIONNAIRE-25 Page 20/ 4

Part 2 leﬁculg_v_ with Activities. contmued

7.

'Because of your eyesight, how much difficulty do you have. ﬁndmg somethmg on a crowed shelf? (check one)
READ CATEGORIES AS NEEDED

[J 1 No difficulty at all O 2 Alittle difficulty |:| '3 Moderate dlfﬁculty 0 s Extreme difficulty
Os Stopped domg this because of your eyesxght [:l 6 Stopped doing this for other reasons or not interested in domg th1s

How much dlfﬁculty do you ‘have eadmg street srgns or the names of stores? (check one) READ CATEGORIES AS -

v NEEDED

10.

11.

12.

13.

14.

01 No ~d1fﬁculty at all O: A little difficulty D 3 Moderate difﬁculty - D 4 Extreme difficulty: _
[:]‘ 5 Stopped doing this because of your eyesight EI 6 Stopped doing this for. other reasons or not interested in doing this

| Because of your eyesight, how much dlfﬁculty do you have going down steps, st:urs= or curbs in dim light or at night? (check

one) READ CATEGORIES AS NEEDED

[0 1 No difﬁculty atall - O:z2A little difﬁculty ; |:I 3 Moderate?d_ifﬁculty [0 4 Extreme difficulty
Os Stopped doing thls because of your eyesight [ & Stopped doing this for other reasons or not interested in doing this -

Because of your eyesight, how much difficulty do you have notlclng ob|ects off to the side whlle xou are walkmg along? (check
one) READ CATEGORIES AS NEEDED v

L__I 1 No difficulty at all ‘O 2 Alittle dlfﬁculty Os ‘Moderate difﬁculty O 4 Extreme difﬁculty
D 5 Stopped doing this because of your eyesxght J 6 Stopped domg this for other reasons or not interested in domg this -

Because of your eyesight, how much dlfﬁculty do you have seeing how geogle react 1o tlungs you say? (check one)
READ CATEGORIES AS NEEDED

O No difficulty at all O 2 Alittle drfﬁculty Od 3'Moderate difficulty [ 4 Extreme'difﬁculty

[] s Stopped doinglthis because of your eyesight I:I 6 Stopped doing this forr other-reasons or not interested in doing this .

-Because of your eyes1ght, how much dlfﬁculty do you have gicking out and matchmg xour own clothes” (check one)
- READ CATEGORIES AS NEEDED

[ 1 Nodifficultyatall =[] 2. Alittle difficulty ‘D' 3 Moderate difﬁculty o D 4 Extreme difficulty
[ 5 Stopped domg this because of your eywlght D 6 Stopped domg this for. other reasons or not interested in doing this ‘

Because of your eyesrght how much difficulty do you have visitmg w1th geogle in then' homes, at gartles, or in restaurants” '
(check one) READ CATEGORIES AS NEEDED : _ )

O No ’dlfﬁculty atall - . [J 2 Alittle difficulty - EI 3 Moderate difficulty . [J-4. Extreme difficulty .
Os Stopped doing this because of your eyesrght - Os Stopped doing this for other reasons or not interested in doing this .

Because of your eyesight, how much dlfﬁculty do you have going out to see movres= glaxs, or smrts events? (checkone)
READ ‘CATEGORIES AS NEEDED

‘O 1+ Ne difﬁculty atall O 2 Alittle difﬁeulty ) E] 3 Moderate difﬁculty' . 'lj 4 Extretne-difﬁculty-
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Slte No.: E[:D Invesﬁgator No: D:D

- o A o ' ‘ . PatientNo: :I:lj |
'PrOtocm: IMT-002 o DateofExam M,7L ! DrL l Y[ ' l Patientlniﬁals D:D

ALL ITEA{S MUST BE COMPLETED. MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP.

|:| 5 Stopped domg this because of your eyes1ght . [ ¢ Stopped doing this for. other reasons or not interested in doing this

VISUAL F UNCTIONIN G QUESTIONNAIRE 25 o Page3 of 4

Part 2 - leﬁculg w1th Activities contmued
15. Now, I'd like to.ask about drivin g a car. Areyou urrentlx dnvmg, at feast once in a while? (check one)
' O] 1 Yes@kiproQ15¢) - l'_'l 2 No '

15a. IF NO, ASK: Have you never dnven a car or have you given up dnvmg" (check one)

D i Never drove (skip to Part 3, 0 17) D 2 Gaveup

15b. IF GAVE UP DRIVING: Was that mainly because of xour eyemghg mamly for some other reason, or because of both A
Your evesight and other reasons?. (check one) , ;
D 1 Mainly eyes1ght (skip to Part 3, Q 17) - D 2 Mainly other reasons (skzp 0 Part 3, Q 1)
D 3-Both eyes1ght and other reasons (skip to Part 3, 0 17) i
15¢c. IF CURRENTLY DRIVING: How much difficulty do you have dnvm durm the.da ime in familiar places? Would -
_you say you have: (check one) : v . L '
[JiNo difﬁculty at all El 2 A httle difficulty - [J 3 Moderate dlﬁ'leulty [J 4 Extreme dlfﬁculty
16. How much dlfﬁeulty do you have dnvmg at night? Would you say you have (check one) READ CATEGORIES AS
NEEDED .
[J1 No dlfﬁc'ulty at all EI 2 Alittle difﬁculty R E]_ 3 Moderate difﬁct_llty EI 4 Extreme difﬁeulty
[J-5 Stopped doing this because of your eyesight -~ [] 6 Stopped doing this for other reasons or not interested in doing this

16a.- How muich difﬁculty do you have driving in difficult cond'itions,’such as in bad weather,.du'ring rush hour, on the -
freeway, or in city traffic? Would you say you have: (check ong) READ CATEGORIES AS NEEDED '

O 1 No difﬁculty. at all [ 2 A little difficulty ‘0 3 Moderate difficulty [ 4 Extreme difficulty _
-Os Stopped 'doing thie because of your eyesight- [ ] 6 Stopped doing this for other reasons or not interested in doing this -

Part3 - Resgonses to Vlsmn Problem

The next questions are about how thmgs you do may be affected by your vision. For eaeh one, I’d like you to tell me 1f th1s is true for
you all, most, some, a little, or none of the tlme : , : AT

17. Do you accomghsh less than you would like because of your: wswn? (check one) ' READ CATEGORIES
I:] 1 All ofthe time D 2 Most of the time.* []' 3 Some of the tlme TOas4A httle ofthe tune I:] s None ofthe tlme

18. Are you llmlted in how long you can work or do other act1v1t1es because of your v151on? (check ong) READ CATEGORIES
. Allofthetlme _ D 2 Mostofthetlme D 3 Someofthetlme O 4 Ahtt]eofthenme D s Noneoftheh.me

-19; How much does pam or discomfort in or around xour eves, for example, burmng, 1tchmg, or achmg, keep you from domg what
: you’d hke to be domg? Would you say: (check one) READ CATEGORIES ; _ _

01 AIl:of thetime [J 2 Most of the time . [J 3 S_ome of the time D 4 A little of the time D 5 None of the time
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Site No.: E]:D Investigator No: EED
Patient No.: E[]:l .

Protocol: IMT - 002 ] | 11 1] ED:I
: : Date of Exam: M D Y Patient Initials:
ALL ITEMS MUST BE COMPLETED, MISSING OR INCORRECTLY COMPLETED ITEMS WILL REgUIRE ADDITIONAL FOLLOW-UP.
VISUAL FUNCTIONING QUESTIONNAIRE - 25 Page 4 of 4

Part3 — Responses to Vision Problems continued

For each of the following statements, please tell me if it is deﬁmtelx e, mostly true, mostlg false, or definitely false for you or you
are not sure.

20. I stay home most of the time because of my eyesight. (check one)
O 1 Definitely true [J 2 Mostlytrue [ 3 Notsure [] 4 Mostly false [ 5 Definitely false

21. 1 feel frustrated a lot of the time beeause of my eyesight. (check one)
[J 1 Definitelytrue  [J 2 Mostlytrue [] 3 Not sure O 4 Mostly false  [J 5 Definitely false

22. Ihave much less control over what I do, because of my eyesight. (check one)

[J 1 Defnitely true  [J 2 Mostly true [] 3 Notsure [ 4 Mostly false [ 5 Defnitely false

23. Because of my eyesight, I have to rely too much on what other people tell me. (check one)
" [0 1 Definitely true -[J 2 Mostly true [ 3 Notsure [ 4 Mostly false [ 5 Definitely false .

24, 1 need a lot of help from others because of my eyesight. (check one)
I:] 1 Deﬁnitely true [J 2 Mostlytrue [] 3 Notsure [ 4 Mostly false - s Definitely false

25, Tworry about oing things that will embarrass myself or others, because of my eyemght (check one)
[] 1 Definitely true [ 2 Mostlytrue  [J 3 Not sure D 4 Mostly false D 5 Definitely false

That’s the end of the interview. Thank you very much.for your time and your help.

Inters{iewer’s Signatare: __ . ' ' ' - Date:
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Site No . ‘.;I‘nvestigator No: E:ED |
_ _ s g o o . | | Patient Nor: CD:
P-rOtOCOh MT - 002 § . R Date‘of Exam M, I J Dl—il J Yr IJ .Patient Initials:

ALL ITEMS MUST BE COMPLETED. MISSING OR INCORRECTLY COMPLETED I TEMS WILL REQUIRE ADDITIONAL FOLLOW UP.
, - VISUAL FUNCTIONING QUESTIONNAIRE 25  Pagelofd
vb O PreoperativeR eport DAY<45100) []3 Months( 6-'1-8_'_weeks) Ose Mont_hs (18-32 weeks) ' '
(] 9 Months (32-44 weeks) [J 12 Months (44-56 weeks) O Months (56-86w¢e1g)

| [J 24 Months (86:104 weeks) [] Interim, reason: :
D Check if patient is unavailable for this scheduled examination but continuing in study Submlt form and mark

(not available) NAV. Reason:

" Instructions:I’m going to read you some statements about problems, which involve your vision, or feelings that you have about your
vision condition. After each question I will read you a list of possible answers. Please choose the response that describes your
situation.Please-answer all the questions as if you were wearing your glasses or contact lenses (if any). Please take as much time as you
need to answer each question. All your answers are confidential. In order for this survey to improve our knowledge about vision .
problems and how they affect your quality of life, your answers must be as accurate as possrble Rememiber, if you wear glasses or

contact lenses for a particular activity, please answer alI of the following questions as though you were wearmg them.Part 1 —

General Health and Vision

1. In gegera!, would you say your overall health 1s* (check one) READ CATEGORIES
. L__l 1 Excellent 0O VeryGood O s Good I:I 4 Fair O 5 Poor
2. At the present time, would you say your eyesight using both’ eyes (with glasses or contact lenses, if you wear them) is excelleng,
good, fair, poor, Or Yery poor or are you completely blind? (check one). READ CATEGORIES .
[J 1 Excellent = [J 2 Good D 3 Fair  [J4Poor [J 5 Very Poor [J 6 Completely blind

3. How much of the time do you'worry about your eyesight? (check'one) READ CATEGORIES
- O Nohe of the time -0 2 Alittle ofth'etime [0 3 Some of the time J 4 Most ofthetime O s Al ofthetime
. 4. How much pam or discomfort have you had in and around your eyes (for example, burmng, 1tchmg, or achmg)" Would you say .
© itis: (checkone) READ CATEGORIES - - _ _
[J1 Nore [J 2;Mlld ‘0 3 Moderate " [ 4 Severe, or D 5 Very severe

Part 2 — leﬁculg wnth Activities -

The next questions are about how much dlfﬁculty, if any, you have domg certain activities wearmg your glasses or contact lenses if you
use them for that activity. -

5. How much difficulty do yoi: have reading ordinary p_rint in newspapers? Would you say you have: ;(ch‘eck one)
READ CATEGORIES AS NEEDED . :

O 1 Nodifficulty atall ~ [J 2 Alittle dlfﬁculty L__] 3 Moderate dlfﬁculty | E] 4 Extreme dxfﬁculty
‘[0 5 Stopped doing this because of your eyesrght : D 6 Stopped domg this for other reasons or not mterested in doing this

6. - How much dlfﬁculty do you have doing work or hobbies that reqmre y0u to see well up close, such as cookmg, sewmg, ﬁxmg
" things around the house, or using hand. tools" Would you say (check ong) READ CATEGORIES AS NEEDED - :

31 No difficulty at all D 2 Alittle d1ﬁiculty |:I 3 Moderate difficulty D 4 Extreme difficulty _
I:I 5 Stopped domg this. because of your eyesxght EI 6 Stopped doing this for other reasons or not' mterested in domg thJS
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' ACTIVITIES OF DAILY LIFE
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i Site No.: Inv:esﬁgator No.: Dj
- E v o a . Patient Initials.: D:I
_ Dateof Exam: M| | Iof | |y] | | Ppattentmou Djj

ALL IT] EIMS MUST BE COMPLETED. MISSING OR INCORRECTLY COMPLE TED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP.

Protocol: IMT- 002

'ACTIVITIES OF DAILY LIFE EVALUATION FOR

_ IMT™ IMPLANTED PATIENTS __Pagelof3
O Preoperative R eport @ar+5109 [13 Months (6-18 weeks) Cle Months (18-32 weeks) '
[C] 9 Months (32-44 weeks) D 12 Months (44-56 weeks) ] 18 Months (56-86weeks)

- [J 24 Months (86-104 -weeks)_L—_l Interim, reason:____ -

() Check if patient is unavailable for this scheduled exammatnon but contmuing in study. Submlt form and mark
(not available) NAYV. Reason*

- The purpose of the followmg questlonnalre is to evaluate your visual function as you experience it. In this questionnalre, we
-will ask you to answer 12 questions regarding daily life activities. For each activity, we will ask you to rate the degree of
visual difficulty you have doing it, if any. In your answers, refer to performing the actmty with both eyes open and your .
glasses on (lf one eye is taped or patched leave it on).

Questionnaire: - S
la. During the past 3 months, have you watched television?
O 1 Yes(gotolb) [0 2 No(gotolc)
ib. Would you say that you watch television with: (Please check only ONE answer)
(05 Nodifficultyatall [ 4 Alittle difficulty [T 3 ‘Moderate difficulty [ 2 Extreme difficulty

le. TIs it because of visual problems that you cannot watch televnsxon"
O:1 Yes [ oNo
2a. During the past 3 months, have you read numbers on the telephone pad?
O Yes(goto2b) [J2 No(goto2) '
2b. Would you say that you read the numbers on the telephone pad with: (Please check only ONE answer)
[0 s Nodifficultyatall [J 4 Alittledifficulty -[J 3 Moderate difficulty [J 2 Extreme difficulty
2¢. - Is it because of visual problems that you cannot read the numbers on the telephone pad?
01 Yes - oo _ ' _
3a. During the past 3 months, have you been able. to tell the different values of paper money ($1 versus $5 bills)?
O Yes(goto 3b) [0 2 No(goto3c) :

3b. . Would you say that you can tell the different values of money bllls with (Please check onb' ONE answer)
[0 5 - Nodifficulty atall . . [] 4 Alittle difficulty - [ 3 Moderate dlfﬁculty [ 2 :Extreme dlfﬁculty

3c. Is it because of visual problems that you cannot tell.the dxfferent values of money bnlls" '
-..1 Yes B DONO- ‘

4a. . Durmg the past 3 months, have you done any housellold actmtles (e g., washing dlshes, settmg table, foldmg laundry, etc.)"»
g[:l 1 Yes(goto4b) -2 No (goto 40) . .

| E——
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- Site No..: D:D Iuyesﬁgator No.: Dj
Patient Initialsr: l:m
Date of Exam: M| Ik n| | | v[ [ ] atemrvo:[ | ] |

ALL ITEMS MUSTBE COMPLETED., MISSING OR HVCORRECIZY COMPLETED ITEMS WILL REQUME ADDmONAL FOLLOW-UP.

Protocol: ]MT- 002

ACTIVITIES OF DAILY LIFE EVALUATION FOR .
IMT™ IMPLANTED PATIENTS - Page 2of 3

4b. Would ‘you say that you do household activities with: (Please check only ONE answer)
[ s No difficulty at all I:l 4 Alittle _deﬁculty [J 3 Moderate dlfﬁculty D 2. Extreme difficulty

‘4¢, Isit because of vnsual problems that you do not do household: actlvmes"
[J1 Yes [J oNo :

5a. During the past 3 months, have you been able to prepare a cup  of tea or coffee by yourself’
1 Yes(goto 5b) O 2 No(goto 5¢)

"Sb. Would you say that you can prepare tea or coffee w1th (PIease check only ONE answer)
" [O's Nodifficulty at all I:l 4 Alittledifficulty [ 3 Moderate difficulty - [] 2 Extreme dlfﬁculty

Sc. .' Is it because of visual problems that you cannot prepare tea or coﬂ'ee"
- O Yes [:I 0 No

6a. ‘ 'Durmg the past3 months, can you dlstmgmsh the faclal features of people who are standing in front of you" )
‘O Yes(goto 6b) [J 2 No(goto6c) :

_ 6b. Would you say that you can distinguish the faelal features of people who are standmg in front of you wrth. (PIease check only
" ONE answer) .

L__I 5 No difficulty at all Os A httle difficulty [ 3 Moderate difﬁculty d: Extreme difficulty
6c. Isit because of v1sual problems that 'you cannot distinguish the facial features of people who are standing in front of you? »

Dl Yes DONo

7a. Dunng the past 3 months, have you tried to.read the headlines in newspapers" g
O Yes(goto?b) J:2 No(goto7c)

7b. Would you say that you canread: headlmes in newspapers with: (Please check only ONE answer)
|:l 5 Nodifficulty atall - [J 4 Alittle difficulty ; [ 3 Moderate difficulty l:l 2 Extreme difficulty

7c. Isit because of vrsual problems that you cannot read headlines in newspapers" ’
DlYes I:lONo ' o e - A
_ 8a;‘ During the past 3 months, have you trled to read the o rdmar_'x 2 t in newspapers or.other prmted materlal"
O 1 Yes(goto8b) . D 2 No(goto 8c) :

*.8b. Would you say. that you read ordinary print i ln newspapers or other pnnted materlal with: (Please check only ONE answer)
D 5 No difficulty at all O 4+ Alittle difficulty [J 3 Moderate dlfﬁculty O:2. Extreme difficulty

: Ye.- Is it because of visual problems that you cannot read ordinary pnnt in newspapers or other pnnted matenal"

" White: Sponsor - Pik: Tavesrgator’s Copy~Yellow: VistonCare T “DALTEVAL 120702
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Slte No.: EDj Investigator Nn D:l
) : _Patient Initials.: K
Date of Exam: M[ I l DL I J YL I I Patient No.: 7' o

‘ Protocol: IMTL-_‘-002 B

ALL ITEMS M'USTBE COWLETED -MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUME ADDITIONAL FOLLOW UP.

|:|1Yes DONO

ACTIVITIES OF DAILY LIFE EVALUATION FOR
IMT™ IMPLAN TED PATIENTS . Page3of3

' 9a, During the past 3 months, have you tried to play cards or board games?
CJ1 Yes (go to9b) - [J 2 No(goto 9c)

9b. Would you say that you play cards, board games with: (Please check only ONE answer)
D 5 No difficultyat. all 0« Atittle difficulty [0 3 Moderate difficulty ] 2 . Extreme difficulty

9c. Is it because of visual problems that you cannot play cards, board games" '
D 1 Yes-  [JONo .

10a During the past 3 months, have you tned to go shoppmg"
1 Yes(goto10b) [0 2 No(gotol0c)

10b. Would you say that you can go shopping thh' (Please check onIy ONE answer)
s No dlfﬁculty at all 4 Alittle. dxfﬁculty D 3. Moderate dlfﬁculty 0 2 Extreme deﬁculty

10c. Is it because of visual problems that you cannot go shoppmg"
J1 Yes 0 0 No :

lla During the past 3 months, have you been able to identify the products on sale? :
(01 Yes(gotollb) [ 2 No(gotollc) )

11b. Would you say that you can identify the products on sale w1th (Please check only ONE answer)
D 5 No difficulty at all O4 A httle difficulty [] 3 Moderate difficuty [] 2 Extreme dlfﬁculty

11c. Is it because of visual problems that you are not able to identify the products on  sale?
01 Yes [J 0 No R _ v ‘
12a. Durlng the past 3 months, have you been able to read street signs in dayhght, wlule standing in one place" .
‘O 1 Yes(goto12b) D 2 No (goto 12¢) - SR :

12b. Would you- say that you c¢an. read street signs in. dayhght with: (Please check only ONE answer) _ :
. D _5 No dlfﬁculty atall D 4 Alittle dlfﬁculty D 3 Moderate difficulty. D 2 Extreme dlfﬁculty

|+12e. Isit because of visiial problems that you are not able to read street srgns in dayllght"

|:I 1Yes |:|0No

Interviewer’s Signature: SR . L - “Date:
© . White: Sponsor Pink Tavestigator's Copy Yellow: VisionCare - e T DALTEVAL 121702
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PATIENT CASE REPORT FORMS
' - (CRFS)
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. SiteNo.: D:]:] Patient Initials: I:]::l:l
Investigator No.: I:D Patient No.: E[]___] v

Profocol: - -002 ' Date of Exam: M[ ' r I Dl | | Y[ I I Ope‘rativg_Eye: DOD Oos
" ALL ITEMS ‘MUST BE COMPLETED. MISSING OR INCORRECTLY COMPLETED ITEMS WILL REgUlREADDITIONAL FOLLOW-UP.
PAT_IENT ELIGIBILITY FORM’ - Page 1 of 1
'PATIENT QUALIFICATIONS

INCLUSION CRITERIA: Please check "Fes" or "No" for each question.

Ifany of the answers are “No”, the patient may not participate in the study: Yes No
1. Thepatient has bilateral stable, untreatable central vision disorder (AMD or Stargardt’s macular dystrophy)
as determined by fluorescein angiography and cataract in the eye scheduled for surgery. O O
2. The patient has visual acuity between 20/80 and 20/630 in both eyes. o I B
3.  The patient has no ocular pathology, as called out in the protocol, in the operative eye except for cataract... ..J 0
4. The fellow eye has no ocular disease that may affect peripheral visual field... 0 a
5.  The eye being considered for surgery shows an improvement in visual acuity of at least five letters on the EDTRS
. Chart with the use of an external telescope............. ' O O
6.  The patient has anterior chamber depth of at least 2.5 mm. O O
7.  The patient understands and has the mental abxhty to undergo the testmg required for the study and is hkely to. '
complete the entire course of follow-up for the next 2 years. (| O
8.  The patient has shown interest and understands the need for visual rehabilitation. O g
. The patient has given written informed consent O o .
10. The patient is at least 55 years of age. ] 0

Answers to questions “I through 1 0” must all be “Yes” for the patient to be eligible for enrollment.

XCLUSION CRITERIA: Please check "Yes" or 'Wo " for each question.

If any:of the answers are “Yes”, the patient may not participate in the study: - ' J Yes No
11. The patient has active CNV or had treatment within the past six months : 0 O
12." Planned operative eye has myopla >6.0 D, hyperopia >4.0 D, axial length less than 21 mm, narrow angle less
than Schaefer grade 2 o] O
13. - Endothelial cell density < 1600 cells/mm ' : - o O
14. The patient has severe communication impairment or severe néurological disorder which would prevent or
interfere with the study requirements. O 0
15. ' Patient has a history of steroid-responsive rise i intraocular pressure, glaucoma, or preoperative Iop >22 mmHg ....... | D '
| 16. Patient is pregnant, plans to be pregnant or is lactating during the course of the study ' i a
17. Patient has undergone previous intraocular or corneal surgery of any kind in the operative eye, mcludmg any type :
of surgery for either refractive or therapeutic purposes _ EI
18. The patlent is currently, or has been in last 30 days, has been involved in any other clmxcal tnal of an mvestxgatlonal ‘L
~ drug or device. o
19. ‘The patient is expected to require surgery or Intraocular Lens (IOL) placement in a non-IMT implanted ¢ eye ;
within 12 months 0f the IMT PIACEMNENL. ... ec.vveueeireeerrnerererreeeansesirersesnesesrrnsseressrsseiossnmansesesrssssssnssesion |
20.  ‘Patient has who have had or are expected to have ophthalnuc related surgery w1thm the 30 days precedmg '
" the IMT implantation .........cccoeevrrereniverenrnnnereionie rifererrrivereneeneens O PP O g
If the answers to questwns “1 through 1 0” are all “Yes” and the answers to questions “11 through 20” are.all “No”,
Dproceed to the preoperanve form on the next page.
weétigator’s Signafure: _ ' - L . - Date:
White: Sponsor  Pik: Tavestigaior's copy  Yellow! Spomser T . _ ~  PLELIG 121403
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‘Investigator No.: ' E[___I

Patient Ilﬂtiais: Dj:l B
 Patient No.:

" Protocol: IMT- 002 :

Date of Exam: MI | J Dr] l Y[ lJ OperaﬁveEye Oon Dos

ALL ITEMS MUST BE COMPLETED.. MISSING OR INCORRECTLY COWLETED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP.

PREOPERATIVE REPORT (DAY -45 TO 0) E Page1of 4

1. Sexx [JMale [J Female '

2. Race: [J Caucasian [J Black - [J Hispanic® [J Asian [ Other (specifiy:

5. oweormes w1 Jo[ 1 1y [T

4. Mamfest Refractlon (mdzcate+or sphere and - cylmder)

AT DI L[] ﬁllll |

Sphere Cylinder Axis ) ~ Sphere

5. Distance Best Corrected Visual Aculty (ETDRS)*

Wlthout External Telescope
_ S oD os .
Distance chart used: ' (check 1) : Oim QD20 Omm O2m

WlthWA3.0X External Telescope :
S : S oD 0s g
Distance chartused: (check) -~ . {J 1m O 2m- I:] Im [J 2m'

With WA2 2X External Telescope
| op. os’
Distance chartused: ‘(check) -~ [J Im ] 2m I:] im I:l 2m

I'(—)SEI.I N

. Cylinder Axis

dhite: Sponsor _Pixik:]n'v'estigator's‘Copy Yellow: Sponsor

PREOP 121407

VlSIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IMT)

POSN0N34- AMENDMENT 14

Volume IT of TV. Page 122




'Site-No;:[:[:D ~ Patient Initials: .

Investigator No.: Dj Patient No.: EED

Protocol: IMT - 002 ' Illllllll
ro 09 o ‘Date ofExam M Operative Eye: DOD DOS

ALL ITEMS MUST BE COMPLETED, MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP.

PREOPERATIVE REPORT (DAY =45 TO 0) Page 2of 4

6. Near Best Corrected Visual Acuity* (M units):. (checkone) .

Without External Telescope
' : 16”

8”

(Make sure patient is wearmg, +2 S cap) (Make sure patient is wearing,+ 5 cap.)

Number of correct letters: [:l:] ED '

sl lnlw wJ. w0

WithWA3.0X External Telescope o
16”

. g

(Make sure patient is wearing,+2.5 cap.) (Make sure patient is wearing, + 5 cap.)’

oD . - 08

| Number of correct letters l::] I_—_D

WO WO

. 'With WA2.2X External Telescope

Distance used _ 16”

w (. w0

8”,

(Make sure patxent is wearmg, +2.5¢cap) (Make sure patient is Wearing. + 5 cap)

oD -, o8
iy i

Number of correct letters' I:r_—' D:]

w(J.CT] M’U‘LLJ | w DED w[ .0

7. Intraocular Pressure' (Applanatzon)
oo [ ] Jompg  o0s[ I Jommg
8. Pupil Size: '

oo [T Jom - | os [T Jom

- 9. Eudothelial Cell Count

Cellsmm? .--. " Cells/mm’ .-

Disk- submltted for eva.luatlon "3 Yes D No

-. -Cell's/mmz ‘Cells/mmz
e Ceisma’ _ Cellsmm

L 4hite:., Sponsor Pmk InvestlgatorsCopy Yellow Sponsor
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= ' . SiteNo. EI:':] Patient Initials: EDj

: ? : Inves.t;igato.r No.: ED " PatientNo.: [___D:]
Protocol: IMT - 002 Date of Exam: Ml‘ I ' | n[ | I S{I | I oper;&veEye: Oop os
ALL ITEMS MUST BE COMPLETED. MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP. .
. PREOPERATIVE REPORT (DAY -45TO 0) | Page 3of 4
10. Blometry
O o PR o P
oo o P o ™

11. Fundus Photograph Performed:
oD [ No ‘[J Yes (Ifyes; attach photo)
os [JNo O Yes (Ifyes. attach photo)

12. Fluorescein A_ngiography‘Performed: (including red free photos)
oD [ No [J Yes
0s [ONo [J Yes

= Mo:lll:;rF (nl‘yj l—l IDlstancel l lrl | Near:‘.[ I Jr I | thal:l | j rl I

14 ‘VFQ Scormg (in %)

Hea[ﬁ,.UJ,l__L_J Activities:l I ll | I "VAProblems:'I | JI | |
Totalir l Jr l _I

15. Slit Lamp Examination:

Cornea: _ " Endothelium: : Iris:
oD 0OS 'ODiOS .OD OS -
O [ . Normal 1 O 1. Normal O O . Normal
0)- O, 1+Edema [J:[]. 1+Folds. _ O 0O . Fibrin deposits
O O 2+Edema [ : (] ; 2+Folds ' D (O 5. Other (specify)
O O, 3+Edema [ [J « 3+Folds o oD___ '
0O O s 4+Edema . [J:[] s Keratic precipitates -O8
» O O ¢ Guttata :
Anterior Chamber. - o
Cells:* Flare:
- OD 0§ }0D oS
0 O . Normal - [0 [J 1 None
0O 0O . Trace(0-5cellsy [J [J 2 Trace
O 0O 6-10¢cells - O O s Moderate
O O . 11-20¢ells ] O 4 Marked
O O s 21-50cells O [Js Severe
O O >50cells O 0O e Other (speczﬁz) .OD
Tie Spomsor Pk Imestigator's Copy  Yellow: Spomsor B ‘ PREOP 12.14.02
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VisionCare

OFATHALRIG TECH MC LOGIES

PrOtocOI IMT 002 “Date of Exam Mli ] IDI | I Ylil l Operalive Eye DOD Oos

, -'s"ite'No.:L__:[::D U patiestmiaais ||| [P
'InvestigatorvNo.:. I:]:l * .. -Patient No.: ..-

ALL ITEMS MUST BE COWLE TED. MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUIRE ADDITIONAL F 0LLOW~UP .

PREOPERATIVE REPORT (DAY -45 TO 0) : ' Pagedof4

16, Type of AMD (Selecz aII that apply)
op [0 GA [0 Drusen [J DisciformScar -
os [ GA [J Drusen [ Disciform Scar

17. Pachymetry: .(Central Cornea)

op os o
[T m !:I:D -
18. Cataract Type: (Select alI that apply)

OD [ Nuclear . [] Cortical -3 Posterior subcapsular O Aphakia= [ ‘Pseudophakic [ Other
os [ Nuclear - [:l Cortical . [:] ‘Posterior subcapsular D Aphakla [C] Pseudophakic [] Other

19. Eye S_aheduled for Il\'IT-Implantatibn: “[OJop - '- O OS  IMTModel: [J WA30X .[J WA22X

*Please submit Visual Acuity Worksheet with this form

Inve'stigator.Signatui'eﬁ . . ' . 5 Date:

PLEASE FAX THE PREOPERATIVE FORM (pages 1-4)
' TO DATAMED DEVICES AT (949) 581—8106 '
FOR APPROVAL

F OR SPONSOR USE ONLY.

 Does patlent meet entry criteria?: [ Yes -[]-No

v’APProved by - - ' Si'gnatuie: : ‘ - o _ Date: _
: (prmt name) e S : ) S o
. _‘,4hite: Sponsor -Pink: Investigator’s Copy - Yellow: Sponsor -~ ‘ ’ : T -~ - PREOP 12.14.02
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White: Sponsor Pink: Investigator’s Copy . Yellow: Sponsot-

VISIOHCCIFe O R o | S
PATHALRIC TECHNG- OGS Investigator No.: ED Patient No;: Dj:l L 3
Protocol: IMT- 002 : ' ' - - i |
) - ' . Date of Surgery: M'l I J Dl I J Yl l J Operative Eye: Oop Jos
" ALL ITEMS MUST BE COMPLETED. MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP.
OPERATIVE REPORT (DAY 0) Pagelof1
. 1. IMT Serial Number: r [ , I-I ' I I-I | |(Place label in patieniis‘ medical chart)
2. IMT Model: (check one) ' ' :
O wasox [0 wa22X
3. Incision Type: (checkone)
[J Limbal [J Scleral tunnel
4. Type of Extraction: (check one) _
[ Phacoemulsification [] Planned ECCE
5. Capsulorhexis Size: ED mm
6. Other Surgical Procedures: (check procedures performed) o
X Iridectomy.(required) - [] Posterior capsulotomy * [ Vitrectomy [ Other (specify)
7. Iris Position Post Implantation: (check one) '
[ Flat ] Bulging (Convex) O Concave
8. Haptic Placement:
Sulcus' Bag
O [O Superiorloop
O [0 Inferior loop
Clock Hour Position: o
Owe DOz [J28 [:I 39 Q410 [O511 [J Unknown
9. IMT Positioning: (check all that applzes)
[] Centered
[ Tilted
{0 Malpositioned (specgsz)
[ Other (specify):
10. Surgery Time: D:': min (first incision to final suture placément)'
11. Surgical Complications/Adverse Event: O No (O Yes (¥ Yes, check all that apply)
[0 Corneal endothelial touch (] Iris damage
[ Posterior capsular opacity remaining [J Vitreous bulge
- [ Posterior capsular rupture * O Vitrecus loss — vitrectomy not requu'ed
.7 Iridotomy [} Vitreous loss — vitrectomy required -
O significant anterior chamber bleedmg ] Other (specifyy:
] Other (specifyy: ‘ T L
12. Type of Viscoelastic Used: [] Healon V. and/or (] Other (specify)
13. Subtenon injected: [J No [ Yes - o
-nvéstigator’s' Signature: ‘Date:
0P 121402
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: VISIOI’]CGre

DPE-ATHALNIC TEC r’i”:,‘:_‘.,’u:_.

Investigator No.:

[ 1]

Patient Initials:. Dj:l y -
Patient No.

| Pr.Otocm: mr 002 - ' Date of Exam: MFI I DI I J Ylil ] Operative Eye COop DOS

ALL ITEMS MUST BE COMPLETED. MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUIRE ADDI TIONAL FOLLOW-UP.

POSTOPERATIVE REPORT-DAY 1(24 to 36 hours) Page 1 of2

I:] Interim, reason:

(not available) NAV. Reason. L

D Check if panent is unavallable for this scheduled examination but continuing in study Submit form and mark

1. Visual Acuity: : (operative eye)

On~xpe O OBM OC@  m
2. IOP:
(10 [ mese

3. Skt Lamp Examination:

‘Cornea: . Endothelium:

OD OS’ ’ OD OS

O O tNormal -~ . [J O 1. Normal

O O 2 1+Edema O O 2:1+Folds

O O 3 2+Edema O O 3 2+Folds

O 0O 4 3+Edema O O 4 3+Folds

EI O s5.-4+Edema (O [ s. Keratic precipitates

. R 5."Guttata. ) '

" Anterior Chamber: : ‘ :

Cells o " Flare Iris: -
oD 08 , oD 0 oD Os .
O 0 1. Normal - - [ 01 None O 0O 1. Normal ~

‘0O [O2 Trace(0-5cells)y [J [J 2. Trace ' [0 O 2 Fibrin deposits

O O3 6-10cells. 0O 0O 3. Moderate 'O O 3. Other (specify)’
O Oa1120cells [0 [J4 Marked oD -

0O Os. 21-50cells -~ O 05 Severe - 08
O 0Oes>s0cells - OO0 6 "Other (specifi): OD _

0SS

1

(A -

White: Sponsor Pmk Investigator’s Copy ~ Yellow: Sponsor
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= isionCare

o QPHTHALRC TECHMCLOGES

P_rotoc'ol: IMT- 002

Site N;.: | ‘:D:l

Invesﬁgator No.:

Paﬁent-lnitials:l I l ' I =
Patient No.: ED:l: o

Date ot'Exam Mr l J Dr] l YI l I Operaﬁve Eye: Oop os

ALL ITEMS MUSTBE COMPLETED. MTSSING OR INCORRECII.Y COMPLETED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP.

POSTOPERATIVE REPORT-DAY 1 (24 to 36 hours)

Page2 of 2

4. Complications: [J Yes. [ No

'} O Anterior segment neovascularization

. [ Anterior synechiae (If yes, extend in no. of clock hou:s)
[ Choroidal detachment .

O Cortical remnants

O Cyclitic membrane-

[ Cystoid macular edema

[] Distorted pupil

O Endophthalmitis

[ Flat anterior chamber

[0 Hyphema

[[] Increased IOP requiring treatment

(O nflammatery:deposits on IMT

(3 Iris atrophy *

O Iris transillumination defects

s. IMT Posntlonmg. (check all that apply)
"] Centered
O] Tilted

[0 Other (specif): _

I Yes, check any that are present and complete an Adverse Event Form.

O Optic atrophy
D Posterior synechiae (If yes, extend in no. of clock hours):

'O Pupillary block

" O Retinal detachment

[0 Retinal vascular occlusion

[ Secondary glaucoma

O Significant pigment deposits on IMT
O Vitreous capture space incision

[0 Vitreous in anterior chamber

[ Vvitritis

(0 Wound leak

O other (specif):
[ Other (specif):

O Malpositioned (specif)

6. Haptic Placement:
Sulcus - Bag
O [0 Superiorloop
O 0O  Iferiorloop -

Date:

-Investigatdr’s Signature:

t | S s

o White: Sponsor : Pink: Investigator’s Copy ~ Yellow: Sponsor
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: VI S I O n C G re  Site No.: 4  Patient Initials: ‘

SRATHALMIC TECHMOLOGIES

PrOtocm IMT 002 Date of Exam: Mlt I i IDl | l Y| I | Operative Eye: OJop L__lOS

ALL ITEMS MUST BE COMPLETED, MISSING OR BVCORRECIZY COMPLETED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP.

Investigator No.: : . Patient No.: '__—I:D

POSTOPERATIVE REPORT-DAY 7 (5to10days) ~ Pagelof?

O Interim, reason:

[C] Checkif patient is unavailable for this scheduled exammatlon but continuing in study. Submit form and mark
" (not availab_le)_. NAV. Reason:

1. Mamfest Refractlon. (mdzcate+or sphere and cylinder)

S 000 O

Sphere - Cylinder Axis

" 2, Distance Best Corrected Visual Acuity ( ETDRS):
*Please submit Visual Aéuig Worksheet with this form

» Distance chart used: ° check) . [J 1m D 2m

O i i
43.._101’: | [:DD .mmHg‘.'

4. Slit Lamp Examination: o
Cornea: S - Endothelium:
oD OS - . oo . OD OS o
O O 1 Normal - - {0 O 1 Normal
O O 21+Edema O [z 1+Folds .
O O 3 2+Edema O Oz2+Folds
0O O 43+Edema - [J [J43+Folds -
O O 5 4+Edema - [0 [O5 Keratic precipitates
: o D-D'6Guttata_'
Anterior Chamber: : S . 4
Cells _ - Flare Iris:
oD 0s . - OD OS . . . ODOS
O [ChNormal -+ .0 O1 None =~ O O Nommal
0O DzTrape (Oés_éeﬂs) O 0O- Trace . ] O 2 Fibrin deposits . .
003 610¢cells -~ [ [J3 Moderate .~ "~ 0O O 3 Other (specifif -
O Oa 11-20cells: O O 4 Marked oD
0O Os 21-50 celis O s severe - ‘0S8,
O [Oe >50cells 0O (O 6 Other (specify): OD
oS
"'While: Sponsor Pini:: Investigator's Copy Yellqwf_ Spomsor . _ v B - . T . POD7 12.23.02
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Patient Initials:- i-___D:'
patentNo ||| |

suenos [ [ T ]

TECHMCLOGIES E
ELHNC ] - Imvestigator No.: - [:D
Protocol: ,H\'IT- 002 _ ~ .
Date ofExam Mi i J Dri I Yi | J Operative Eye: COop os _
ALL ITE]MS' MUST BE COMPLETED. MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUIRE ADDITIONAL Fi OLLOW-UP
POSTOPERATIVE REPORT Page 2 of 2

5. Complications: [] Yes (J No
O Anterior.segment neovascularization

O Anterior synechiae (If yes, extend in no. of clock hours):

[ Choroidal detachment

O Cortical remnants

O Cyclitic membrane

O Cystoid macular edema

[} Distorted pupil '

O Endophthalmitis

[0 Flat anterior chamber

{0 Hyphema

O Increased IOP requiring treatment
O mflammatory deposits on IMT
{7 s atrophy

[ Iris transillumination defects

6. IMT Positioning: (check all that apply)
(0 Centered
] Tilted :
[} Malpositioned (speczﬁl)

I Yes, check any that are present and complete an Adverse Event Form.

O Optic atrophy
‘[ Posterior synechiae (If yes, extend in no. of clock hours): ____
O Pupillary block
[ Retinal detachment
" Retinal vascular occlusion
3 Secondary glaucoma
[ significant pigment deposits on IMT
[ Vitreous capture space incision
] Vitreous in anterior chamber
3 Vitritis
[ Wound leak
[J Other (specify): _
[J Other Gspecifyy:- -
[ Other (specify):

7. Haptic Placement:
Sulcus . Bag
O 3 Superior loop
O []  Inferior loop

- Investigator’s Signature:

Date; _

Whitef Sponsor  Pink: Investigator’s Copy . Yellow: Sponsor

POD7 12.23.02

VISIONCARE OPHTHALMIC TECHNOLOGIES, Inc.

MAEAN2 A  AssoamasonT 14

IMPLANTABLE MINIATURE TELESCOPE (MT)
Volime TT of TV. Page 130




VisionCare

o OFATHALMIC TECHMOLOGIES

‘ Site No.: E]:D Patient Initials: Dj:]
invéstigator No.: (:D ’ _ Patient No.: EED

- Protocol IMT - 002 _ Daté of Exam: MLTJ DL | | yl —I J Operative Eye: I:IOD Oos

ALL ITEMS MUST BE COMPLETED MISSING OR INCORRECTLY COMPLETED ITEMS WEL REQUIRE ADDITIONAL FOLLOW UP.

POSTOPERATIVE REPORT 1 MONTH (2 to 6 weeks) Page 1 of 2

0 Checkif patnent is unavallable for this scheduled examination but contmumg in study. Submit form and mark-
"~ (mot avallable) NAY. Reason:

1. Manifest Refraction: (ir’tdicat'ej + ‘o‘,r,— sphere and - cylinder)
oD ‘OS

8O0 -0O00 OO0 80 O oo

"Sphere - . _Cylinder Axis Sphere Cylinder Axis

2 Distance Best Corrected Vis_ual Acuity* (ETDRS):

B op os
. Distance chart used: (check 1) - 0m O2m Oim O2m
Logmar: ' [:l . Dj C] D:,

3. Near Best Corrected Visual Acuity* (M units):

Distance used 16 o _ 8” '
. _oD - ' -
_ Number of correct letters‘ [__l l:l:l [:]___—I
wD[DwDED wDEDwE]ED
4, Slit Lamp Examinationi:
Cornea: » § ~ Endothelium:
oD OS '_ " 0ODOS
O O i Normal - O .0 1 Normal
00 O 2 1+Edema 0 O 2 1+Folds
0O O 3 2+Edema O O 3 2+Folds
O O 4 3+Edema 0O O 4 3+Folds
O O 5. 4+Edema 0O O s. Keratic precipitates
) " O 3d e AGutt;.ita-v
Anterior Chamber: _ . ' : _
Cells _ L _Flare . - Irise
OD OS - OD OS : oD O0S
O O 1. Normal O O Nomeb - 0O 0O 1. Normal
[0 O 2 Trace(0-5cells)- [J [J 2 Trace .0 {0 2. Fibrin deposits
0O Os 6-10cels O O 3 Moderate - [0 O. Other (specify)
O O 11-20cells [0 O 4 Marked - oD
O Os 21-50cells . [0 O 5. Severe o 0S.
O O >50cells 0O 0O Other(speczjjr) OD -
White: Sponsor - Pink;. Investigator’s Copy ;Yel_l}o_w::_ Sponsor .. . o PO IM 12.14.02 .
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sivo: [ [ 1] eedenerwae (L1 ]
Investigatﬁr No.: . D:l Patient No.: l—_—Dj

Date ofExa’mv MF' I Dl I | Y[ I l Operative Eye: DOD. Oos

Protocol: IMT - 002

ALL ITEMS MUST BE COMPLETED. MISSING OR INCORRECTZY COMPLETED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP.

POSTOPERATIVE REPORT 1 MONTH (2 to 6 weeks) Page 2 of 2

5. Intraocula:f Préssure:
ODI__._r__J,mmHg OSD:ImmHg

6. Posterior Capsular Opacification: (Operative Eye only) (check one)
: I:l None =[] Minimal Opacity =[] Moderate Opacity [ Dense Opacity -

7. IMT Positioning: (check each that applies)
O Centered
[ Tilted
O Malpositioned (specif)

8. Complications: O Yes [ No
If Yes, check any that are present and complete an Adverse Event Form.

[J Anterior segment neovascularization O Optic atrophy - : :
) Anterior synechiae (If yes, extend in no. of clock hours) [ Posterior synechiae-(If yes, extend in no. of clock houxs)
7] Choroidal detachment . {3 Pupillary biock :
[ Cortical remnants - ' ’ [0 Retinal detachment
O Cyclitic membrane . . N . : [ Retinal vascular occlusion
O Cystoid macular edema - - [0 Secondary glaucoma
O Distorted pupil - : [ significant pigment deposits on IMT
O Endophthalmitis R ' : [ Vitreous capture space incision
[ Flat anterior chamber ' - . [d Vitreous in anterior chamber
O Hyphema . ’ ' . [ Vitritis ) '
[ Increased IOP requmng treatment o [ Wound leak
[0 Inflammatory deposits on IMT - ' O Other (specify:-
[ Iris atrophy - : . [0 Other (specify):

O mis transillumination defects ' ’ [0 Other (specify): _

» Please submit Visual Acuity Worksheet with this form

Signature; . : : : _ L Date:

White:  Sponsor  Pink: Investigator’s Copy  Yellow: Sponsor . o . s . POIM 1214.02
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senos[ | | | petenciotos [ | | ]

:VisionCare | . .
' Investigator No.: D:l Patient No.:

B -P—ﬂ“—m_fﬂf TECHMOLOOES

Protocol IMT - 002 B . - - -
DateofExam' Ml l I -DF I J Y[’ I J Operative Eye: COop Oos:

ALL ITEMS MUST BE COMPLETED, MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUIRE ADDI. HONAL FOLLOW-UP.
POSTOPERATIVE REPORT ' ' Page 1 of 3

[ 3 Months (6-18 weeks) [] 6 Months .(18-3_2 weeks) [] 9 Months (32-44 weeks) [] 12 Months (‘44-56 weeks)
O1s Months (66-78weeks) O 24 Months (90-102 weeks) [0 Interim, reason: .

[[] Check if patient is unavailable for this scheduled examination but continuing in study Submit form and mark
(not avallable) NAV. Reason:

1. Manifest Refractlon (indtcate +or- sphere and - cylinder)
oD

ST -0 I cﬁr T] -0 OO

Sphere Cylinder szs Sphere Cylinder Axis
2. Distance Best Corrected Visual Acuity* (ETDRS): '
% op oS
Distance chart used: (checkI) O im |:| 2m Oim O2m

e O[O OO

3. . Near Best Corrected Vlsual Aculty* ™M units)

‘ Distance used : » ' C16” 8 .

[0)) R s

Number of correct eters CL [ | ‘l'_glli__]' | [(I)itl |
| M/D [DM/D[:D wl 1T W [T

4. Slit Lamp Examination:

Slit Lamp Examination:

. Cormea: - _ Endothel_iniin:

oD Os OoDos -
O O -1 Normal [0 OO 1 Normal
0O 21+Edema  [J [Jo 1+Folds S -

O O 3 2+Edema a D3 2 + Folds o _ o L
O O 4 3+Edema 0 O« 3+Folds o A
O0Qgs 4 + Edema S0 g [:Is Keratic prec1p1tates

‘ C ' . 0O I:I 6 Guttata

White: Sponsor Pink: Investigator's Copy " Yellow: Sponsor _ ) : B _ . PO3M 12.14.02

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IMT) '
PAKNANIA- AMENNDMENT 14 Volume TT of TV. Page 133



Site No.: : Panentlniuals
' ;Il;yasﬁgator No.:. ‘_—_D | PahentNo.; D:Ij

' ?rOtOCOI_:' ]M'T'- 002 : Daté.-QfE;aﬁ: MI JJ Dr | J Y| I J OpemﬂveE&ez Clop Oes

VisionCare I8

G OPHTAHALRIC TECHMOLOGIES

ALL ITEMS MUST BE COMPLETED. MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP.

POSTOPERATIVE REPORT ' Page2of3
Anterior Chambier: . E
Cells oo . Flare : Iris:
oD Os . - 0D 0S OD OS _
3 : O Normal O - Ot None ‘ O 0O 1 Normal
0O [O2Trace(0-5¢cellsy [J [J2 Trace. O ([ 2 Fibrin deposits
0O O3 6-10cells O 0Os Moderate _ O [ 3 Other (specify)
0. 04 11-20cells’ O O ¢ Marked . op _
O Os 21-50cells O Os Severe . . .08
O [e >50cells O O's Other (specif): OD

- 08

5 P;chymetry (Central Comea) _'j s ' - A | ._ o
oo L1 Jom D:l:lmm L
os (I Tlm [T TJaw [T Tom

6. Intraocular Préssﬁre: IOD EDmmHg Oé . mmHg"

7. Posterior Capsular Opaciﬁcatlon (Operated Eye only) (check one) '
[OJ None [J Minimal Opamty O Moderate Opaclty [ Dense Opaclty

.8. IMT Positioning: (check each that applies)

- [ Centered o L <
O3 Tilted ' ' ‘ , - :
O Malpositioned (specify)) ' o - - ‘.

9. Endothelial Cell Count: Sent toLab: (J Yes l:l No

o -.-. Cells/mm? ‘:I:L__l:’ Cells/mm? ...- Cells/mm?
os .-.. Celis/mm® [ ] cetistmm?® ED:DCells/mm

White: Spomsor . Pik: Tavestigator's Copy _ Yellow: Sponsor . T - TPO3M 121402
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- Site No.:. m - | _:faﬁéntlnitigls:._‘E]:D '
Investlgator No.: ‘ Patient No:: ‘ |1

VlSlonCare

HTHALREC TECHHN ﬁ,‘l_uu £S5 .

‘Protocol: IMT -002 ' - - ' R
. ' .~ Date of Exam: 'Ml I : J | | J YI | | Operative Eye: [ JOD [Jos
. ALL ITEMS MUSTBE COMPLETED.. MISSING OR INCORRECTLY COMPLETED ITEMS WLREQUIRE ADDIHONAL FOLLOW-UP. o
POSTOPERATIVE REPORT _ Page 3 of 3

10.Complications: [J Yes [J No -
H Yes, chéck any that are present and complete an Adverse Event Form.

[J Anterior segment neovascularization - [ Optic atrophy :
- [ Anterior synechiae (If yes, extend in no..of clock hours) [ Posterior synechiae (If yes, extend in no. of clock hours):
(O Cheroidal detachment - 0O Pupillary block -
O Cortical remnants - .~ ' . [0 Retinal detachment
] Cyclitic membrane S R ‘[ Retinal vascular occlusion
O Cystoid macular edema : : (O Secondary glaucoma -
O Distorted pupil . : : - [J Significant pigment deposits onr IMT
O Endophthalmitis : ' O Vitreous capture space incision
{T] Flat anterior chamber o - [ Vitreous in anterior chamber
" 0 Hyphema , ‘ o [ Vitritis-
[ Increased IOP requiring treatment , o : [0 Wound leak -
{0 mflammatory deposits on. IMT S [ Other (specify): _
[0 risatrophy -7 ‘ C . [3 Other (specify):
O Iris transillumination defects - . - [ other (specify): -

|1, ADL Score: (in %)

stoviey: [T ] oseanees (T[T meae[ T JT ]

VFQScormg. m% , : - o
Health l I l I | l Actlvmes I H : l l VA.l’roblems';.I I I I l I
v )T

*Pleaise_submit Visual Acuity Worksheet with this form

nvestigator’s Signature: . _ ' . Date_
White: Sponsor _}?_ink: Investigator's-Copy Y_c_llow: Sponsor v T S - . PO3M :12.14.02
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ATTACHMENT 4

- LIST OF CLINICAL INVESTIGATORS
~ FOR PrROTOCOL IMT-002
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003 Baruch D. Kuppermann,
‘Lawrence Chao, M.D. .
‘University of California at Irvine
118 Med Surge I

Irvine, CA 92697

Phone (949) 824-6256

Fax: (949) 824-4015 )
Email: bdkupper@uci.edu

David Imagawa, M.D., Chair
118 Med Surge I

Irvine, CA 92697

Phone: (949) 824-6256

004 - | Howard Fine, M.D.

: Richard Hoffman, M.D.
Mark Packer, M.D.
Oregon Eye Surgery Center
1550 Oak Street, Suite 5
Eugene, OR 97401
Phone: (541) 687-2110
.| Fax: (541) 484-3883
Howard Fine, M.D.

' Email:'hﬁne@ﬁnemd.c‘_omb
Richard Hoffman, M.D.

Email: r, shofﬁnan@ﬁnemd com
Mark Packer, M.D. '

E}_maﬂ mnacker@ﬁnemd.com

Western International Review Board
William C. Jacobs, Chairperson
3535 Seventh Avenue, SW '
Olympia, WA 98508-2029

Phone: (800 )562-4789 '

Fax: (360) 252-2498

005 Paul R. Lichter, R.N.
University of Michigan
W .K. Kellogg Eye Center
- 11000 Wall Street .
"| Ann Arbor, MI 48105
Phone: (734) 764-6468
Email: plichter@umich.edu

The University of Michigan Medical School
Institutional Review Board for Human

| Subject Research (IRBMED)

| Vernon K. Sondak, M.D., Professor of
'| Surgery, Co-Chair, RBMED |

- | 4558 Krerge Medical Research Bulldmg

200 Zina Picher Place

| Ann Arbor, MI 48109-0570

Phone: (734)4634768
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006 Doug Dehning, M.D. Western Institutional Review Boar
Kristi Chevalier, 0.D. | William C. Jacobs, Chairperson
Discover Vision Centers | 3535 Seventh Avenue, SW
| 4741 South Cochise Drive Olympia, WA 98508-2029
| Independence, MO 64055 Phone: (800) 562-4789
| Phone: (816) 478-1230 Fax: (360) 252-2498 -
Fax: (816) 478-4413 _ o
Doug Dehning, M.D.
Email:
ddehning@discovervision.com
Kristi Chevalier, O.D.
Email:
kchevalier@discovervision.com
008 Daniel Berinstein, M.D. Western Institutional Review Board
Michael Osman, M.D. | William C. Jacobs, Chairperson .

Geoffrey Kaplan, M.D.

A Reginald Sanders, M.D.

Robert Murphey, M.D.
Thomas E. Clinch, M.D.

Neil Martin, M.D

Retina Group of Washington
5454 Wisconsin Ave., Ste 1540

| Chevy Chase, MD 20815

Daniel Berinstein, M.D.
Phone: (301) 656-8100

", | Fax: (301) 652-2957

Email: danberi@yahoo.com B |

. Michael Osman, M.D.
{ Phone: (301) 315-2198

Fax: (301) 315-2187

.| Geoffrey Kaplan, M.D.
-} Reginald Sanders, M.D.

Robert Murphey, M.D.
Phone: (301) 315-2198

3535 Seventh Avenue, SW

| Olympia, WA 98508-2029

Phone: (800) 562-4789

| Fax: (360) 252-2498

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC.

DAKNNTIA. AMENDMENT 14

IMPLANTABLE MINIATURE TELESCOPE (IMT) o
Volume 1T of TV. Page 138




K. Balley Freund, M D

- " Antonio Ciardella, M.D.
Nicole Gross, M.D.

James Klancnik, M.D.
Sidney Mandelbaum. M.D.

| Vitreous-Retina-Macula
.Consultants of NY, PC

519 E. 72™ St., Suite 203
New York, NY 10021
Manhattan Eye & Ear
210 E. 64% st., 8 floor

| New York, NY 10021
Phone: (212) 861-9797

‘Fax: (212) 628-0698

-| Jason S. Slakter, M.D.

Email: jslakter@aol. com,

vrmny(@aol.com

| K. Bailey Freund, M.D.

Antonio Ciardella, M.D.
Nicole Gross, M.D.
Phone: (610) 636-1879 -

| James Klancnik, M.D.

Sidney Mandelbaum, M.D.
Phone: (212) 650-0400

| Fax: (212) 288-4223
: Emaxl

| sidmandelbaum@yahoo.com

Lauren Privitera, Director, Institutional
Review Board

210 East Sixty-Fourth Street

New York, NY 10021

Phone: (212) 838-9200

1 010

Jeffrey Heier, M.D.
Ken Chern, M.D.
Michael Raizman, M.D.

| Ophthalmic Consultants of Boston

50 Staniford Street Suite 600
Boston, MA 02114

Jeffrey Heier, M.D. ,
Phone: (617) 314-2611
Fax: (617) 314-1825

- Email: ]sheler@ezeboston com

-| William C. Jacobs, Chairperson
| 3535 Seventh Avenue, SW-

‘Phone: (800) 562-4789--
| Fax: (360) 252-2498

Western Institutional Review Board :

Olympia, WA 98508-2029
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011

Kathryn Colby, M.D.
Joan Miller; M.D. | :
Massachusetts Eye & Ear

| Infirmary

Schepens Eye Research Institute

.| 243 Charles St. Suite 808 -
I'Boston, MA 02114

Kathryn Colby, M.D.

Phone: (617) 573-5537 -

Fax: (617) 573-3364 - _
Email: kacolby@meei.harvard.edu
Joan Miller, M.D.

Phone: (617) 573-3915 -

- Fax: (617) 573-3698

Email:

]Wmlllergﬁ)_geel.harvard.edu o

| Officer, Human Studies Committee

assachusetts Eye and Ear Infirmary
Carolyn Carlson, Research Compliance:

243 Charles Street
Boston, Massachusetts 02114 -
Phone: (617) 573-4080

012-

Henry Hudson, M.D.
George Novalis, M.D.

| Kristin Carter, M. D.

Retina Centers P.C.
6585 N. Oracle Road, Sulte A
Tucson, AZ 85704

‘| Henry Hudson, M.D.

Phone: (520) 742-7444
Fax: (520) 297-2267

“George Novalis, M.D.

Kristin Carter, M.D.
Phone: (520) 795-4202 .
Fax: (520) 319-1841
Mobile) 520/603-8019

kristincp@cox.net - .

| Phone: (800) 562-4789
Fax: (360) 252-2498

Western Institutional Review Board
William C. Jacobs, Chairperson
3535 Seventh Avenue, SW
Olympia, WA 98508-2029
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013

Rob Leonard, M.D. -
Ronald Kingsley, M.D.

“Reagan Bradford, M.D.

David Parke, M.D.-
Cynthia Bradford, M.D.

| Dean A. McGee Eye Institute

608 Stanton L. Young Blvd.
Suite 554

Oklahoma City, OK 73104
Robert Leonard, M.D. :
Phone: (405) 271-1692
Fax:(405).271-6136

'Email: Robert-leonard@ouhsc.edu

The University of Okla S

Health Sciences Center

Institutional Review Board '
Martina Jelley, M.D., Chairperson
P.O. Box 28901

1000 S. L. Young Blvd., Room 176
Oklahoma City, Oklahoma 73180
Phone: (405) 271-2045

Fax: (405) 271-1677

Emory Umvers1ty Institutional

| Phone: (210) 697-2020 x2006

Fax: (210) 558-7679

' Emaﬂ msmger@earthlmk net

014 R. Doyle Stulting, M.D.
| Dan Martin, M.D. Review Board
Emory Eye Center James W. Keller, M.D., Chalrperson
1365B Clifton Rd. N.E." 4% Floor, South Wing
Atlanta, GA 30322 5256 Briarcliff Road
Phone: (404) 250-9700 Atlanta, GA 30306
Fax: (404) 250—9006 Phone: (404) 727-5646.
| Email: , Fax: (404) 727-8358
doyl estultmg@emo__rm_ sion.com ‘ ’
- | Dan Martin, M.D. ' _
| Phone: (404) 778-4182
* | Fax: (404) 778-4380
- | Email: dmart04@emory.edu - , :
015 | Stephen Fisher, M.D. | Western Institutional Review Board
' Michael Singer, M.D. William C. Jacobs, Cha1rperson
Medical Center Ophtha]mology 3535 Seventh Avenue, SW -
.| 9157 Heubner road Olympia, WA 98508-2029
San Antonio, TX 78240 Phone: (800) 562-4789

Fax: (360) 252-2498
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anus Kraff
Coleman Kraff, M. D

'| Kraff Eye Institute

3115 North Harlem-
Chicago, IL 60634 . .
Phone: (773) 777-4444
Fax: (773) 736-7873

Email: mkraff@msu.com .

| Western Institutional Review Board
- William C. Jacobs, Chairperson

3535 Seventh Avenue, SW

| Olympia, WA 98508-2029
'| Phone: (800) 562-4789

Fax: (360) 252-2498

Western Institutional Review Board

020-

Altos Eye Physician

762 Altos Oaks Drive, Suite 1

Los Altos, CA 94024
Phone: (650) 948-9123
Fax: (650) 948-0563

Email: d ceye@earthhnk net

017 .Seth Yoser, M.D.
: Vitreoretinal Foundation William C. Jacobs, Chairperson
825 Ridgelake Blvd. 3535 Seventh Avenue, SW
Memphis, TN 38120 Olympia, WA 98508-2029 -
‘| Phone: (901) 685-2208 Phone: (800) 562-4789
Fax: (901) 820-2314 Fax: (360) 252-2498
Email: myoser@aol.com
-1 019 - Carl Baker, M.D. Lourdes and Western Baptist Hospitals
‘Mark Gillespie, MD Joint Institutional Review Board
Paducah Retinal Center James P. O’Rourke, MD, Chairperson
1900 Broadway, Suite 2 Western Baptist Address: 2501 KY Avenue
.| Paducah, KY 42001 Paducah, KY 42003
‘| Phone: (270) 443-4393
Fax: (270)443-7779 ' Lourdes Address 2530 Lone Oak Road
Email: yedude3@s51-net net Paducah, KY 42003 '
| David Chang, M.D. Western Institutional Review Board

| William C. Jacobs, Chairperson

3535 Seventh Avenue, SW
Olympia, WA 98508-2029
Phone: (800) 562-4789"
Fax: (360) 252-2498
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"| Sarasota Memorial Institutional Review |

| Melvin Chen, M. D ' | Board

.| Richard Johnston, M.D. | Mark J. Magenheim, M.D., Chairperson
Sarasota Retinal Institute Pharmacy Department :
3400 Bee Ridge Road, Suite 200 1700 South Tamiami Trail
Sarasota, FL 34239 | Sarasota, FL 34239-1555

{ Phone: (941) 921-5335 -
Fax: (941)921-1741 '
Keye Wong, M.D.

Email: iskeye@comcast.com

023 Donald Stewart, M.D. Presbyterian Hospital
Andrew Antoszyk, M.D. Robert Farnham, M.D., Chairperson
Southeast Clinical Research - 200 Hawthorne Lane
6035 Fairview Road : P.O. Box 33549
‘Charlotte, NC 28210 - Charlotte, NC 28233-3549

Donald Stewart, M.D. Phone: (704) 384-4000
Phone: (704) 295-3552 : : ' '
Fax: (704) 295-3565 -

Email: dstewart@ceenta.com
Andrew Antoszyk, M.D.
Phone: (704) 295-3388

‘| Fax: (704) 295-3395

025 ‘Srinivas Reddy Sadda, M.D. Institutional Review Board Health Research

| Tom 8. Chang, M.D. Association and Institutional Review Board
Christina J Flaxel, M.D. - University of Southern California School of

| Mark S. Humayun, M.D. Medicine :

* | Jennifer I. Lim, M.D. _ Robert Larsen, M.D., Chau'person

‘| Lawrence P. Chong, M.D. . Interns Residence Dorm Suite 425
John A. Irvine, M.D. : 2020 Zonal Avenue

{ Doheny Retina Institute .| Los Angeles, CA 90033

University of Southern California - (323) 223-2340

.| 1450 San Pablo Street, DEI 3615 ’
| Los Angeles, Ca 90033 - _

Srinivas Reddy Sadda, M.D.
Phone: (323) 442-6503

.| Tom S. Chang - .

| Phone: (323)442-6538

| Fax: (323) 442-6460

Christina J Flaxel, M.D. -

Mark S. Humayun, M.D.
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Phone: (323) 442-6523
Email: humayun@usc.edu
Jennifer I. Lim
Phone: (323) 442-6430 -
- | Fax: (323) 442-6460

‘| Lawrence P. Chong, M.D. :
Phone: (323) 442-6466

‘Phone: (615) 936-3465

Fax: (615) 936-1540

. | Anita Agarwal, M.D.
.| Phone: (615) 936-2096
| Fax:(615) 936-1540
‘1 Email: : '

' ani'c_a.a'g' arwal@vanderbilt.edu

026. - | LawrenceJ Singerman, M.D. | Hillcrest Hospital
: Michael Novak, M.D. ‘| Cheryl A. Petersilge, M.D., Chalrperson
Hernando Zegarro, M.D. 6780 Mayfield Road
.| Nicholas Z. Sakov, M.D. Mayfield Heights, OH 44124
Scott Perdergast, M.D. Phone: (440)449-4500
David Miller, M.D. ' ' .
Martin Markowitz, M.D."
Retina Associates of Cleveland -
3401 Enterprise Pkwy:
Suite 300 ‘
| Beachwood, OH 44122
‘Lawrence J Singerman, M.D.
Phone: (216) 831-5700. -
.| Fax: (216) 360-2196
1027 | Paul Sternberg, M.D. Vanderbilt Umvers1ty
"+ | Anita Agarwal, M.D. Margaret Rush, M.D., Chauperson
‘Vanderbilt University _ D-3232 Medical Center North
Department of Ophthalmology & | Nashville, TN 37232-2598
| Visual Sciences Phore: (615) 322-2918
'| 8000 Medical Center East-8808 - - | Fax: (615) 343-2648
| Nashville, TN 37232 i .
Paul Sternberg, M.D.
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'| Jack Dugan, M.D.

Carl Regillo, .. _

Wills Eye Hospital,

1-Retina Research

840 Walnut St.

Suite 1020

Philadelphia, PA 19107
Email: drbpconn@yahoo.com

1 Carl Regillo, M.D.

Phone: (215) 928-3092

| Fax: (215) 928-3484
| Email: cregillo@aol.com

Wills Eye Hospital
Ralph Eagle, M.D., Chairperson
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‘FIVE YEAR FOLLOW-UP OF VIMTeOOZ PATIENTS |
A LON‘G-TERM, MoONITORING STUuDY OF IMT-002 PATIENTS

ProTocoL IMT-002-LTM

3 'STUDY OUTLINE (8

BACKGROUND ‘Protocol IMT-002-LTM is intended to provide an additional
: 36 months of safety data, for a total of 5 years of follow-up on
patients participating in the IMT-002 trial, a 24 month pivotal trial
conducted to support a marketing application for the IMT
_ (Premarket Appllcatton P050034).

OBJECTIVE The primary objective of IMT-002 LTM is to monitor the long-term
safety of the IMT in patients who participated in the IMT-002 trial, a
24-month clinical trial of patients with bilateral moderate to severe

. central vision impairment due to age-related macular degeneration.

. PATIENT Patients who participated in Protocol IMT-002, approved under
POPULATION _GOOO115

STuDY DESIGN - This is a 5-year study of patients implanted with the IMT under
’ o " Protocol IMT-002. " All patients implanted with the IMT who
completed the IMT-002 trial, approximately 178 patients, will be
contacted and asked to participate in this study to monitor the long-
term safety of the implantable Miniaturé Telescope.

Patients will undergo examination at six-month intervals to monitor
endothelial cell density, posterior capsular opacification, intraocular
pressure, visual acwty devuce fallures compltcatuons and adverse

events.
stuoy v Endbthellal cell density, posterior capsular opacification, intraocular
PARAMETERS . . = pressure, distance visual acuity, dewce failures, comphcatnons and
. adverse events _
EXAMINATION: The examination schedule is as following:
SCHEDULE «. Six-month anniversaries of IMT implantation through 5 years of -

post-lmplant follow-up:
Month 30 =34 (Initial Visit)
- Month 36 (3 years)
Month 42
Month 48 (4 years)
. Month54 .
- Month.60 (5 years)

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IMT) -
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CLINICAL The following clinical parameters will be measured at each visit:
PARAMETERS ‘ ' . -
Intraocular pressure

Slit lamp examination

‘Endothelial cell count (|mplanted and fellow eyes)

Best corrected distance visual acuity (implanted and fellow
eyes)

Complications and adverse events

Device failures -

o0 AW

"NOTE: All personne! at the study site who partlcipate in the conduct of thss study
must be trained by the study sponsor, the clinical monitor or their designee on the
requirements of the protocol and the testing methods referenced therein. The
Study Investigator or their designee familiar with the conduct of the study is
expected to train personnel who join the study while it is in progress.

VlSlONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IMT)
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1.0 INTRODUCTION & RATIONALE

MACULAR Acquired and hereditary macular dystrophies are the leading cause of

DYSTROPHIES = central vision impairment and blindness. Age related macular
degeneration (AMD) is the most common form of macular dystrophy.
Macular degeneration refers to the breakdown of cells in the macula
(the center of the retina). Some degeneration is an inevitable
consequence of the aging process. However, when it is coupled with
the loss of sight in the central part of the field of vision, an underiying
pathology is considered present. It is estimated that in the US, AMD
affects 1% of all 55-year-olds, and the incidence increases with age,
reachmg approximately 15% among those aged 80 and over (1). With
increasing longevity, itis antncupated that the incidence will increase

- significantly (1).

The main effect of AMD is to reduce the ability of the individual to
engage in everyday activities that require clear central vision. It is
associated with elevated risk of depression, increased levels of
dependency, and an overall decrease in the quality of life (2-4).
Currently there is no effective treatment for the majority of patients.
For a minority of patients, (i.e., those with wet AMD resulting from
choroidal neovascularization (CNV) advances in new therapies have
led to improvements in the management of the rate of vision loss. New
treatments include photodynamic therapy, trans-pupiliary thermal
therapy, submacular surgery and photoablation. However, no wable

- treatments are available for the several hundred thousand individuals
with moderate to severe central vision loss due to late stage dry,

. atrophic AMD, end stage CNV with.disciform scar.

The only corrective interventions currently available are low vision aids
such as special spectacles and head-mounted or hand-held ’
telescopes, which magnify images onto the retina. These aids are
widely available but have only limited acceptance by patients. Patients
find these aids bulky, uncomfortable and unattractive. In addition, use
of external telescopes requires suppression of natural eye movements.
‘Instead, the patient has to learn to scan the visual field by moving
his/her entire'head. If not properly adapted to this behavioral change
requirement, a conflict between the visual and vestibular systems will
arise, resulting in nausea. ' _ '

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (MT)
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THE
IMPLANTABLE VisionCare's implantable Miniature

" MINIATURE Telescope (IMT™) is an intraocular

" TELESCOPE implant which, when combined with the
(IMT) * optics of the comea, constitutes a

* telephoto lens (Figure 1). The IMT
contains two micro lenses, which magnify
objects in the central visual field, allowing
the patient to see without the need of
external low-vision aids. A magnified
image is projected by the IMT onto the

o = retina, enabling the patient to recognize
Figure 1. The IMT and identify objects that could not
' otherwise be seen. The IMT provides
e ' improved near or distance vision

correction in the same fashion as an external telescope. The optical
component is embedded in a carrier, which is intended to be implanted
in the capsular bag in the posterior chamber of the eye, in place of the
eye’s crystalline lens. It is held in position by haptic loops using a
surgical procedure similar to that used in refractive cataract surgery.

The IMT is indicated for use in patients with bilateral, stable macular
degeneration. Vision loss must be sufficiently advanced to have
caused significant or complete loss of normal central vision, but
adequate peripheral vision must be retained. The IMT is only

. implanted in one of the patient's eyes. In this way, the implanted eye
provides central vision and the non-implanted eye can continue to
provide peripheral vision. ’ : ' '

ADVANTAGE OF The primary advantage of the IMT over alternative treatments for low
THEIMTOVER  vision is that the IMT allows scanning of reading materials and other
ALTERNATIVE images using natural eye movements, rather than head movements.
LOW VISION - Since there is no relative movement between the eye and the
TREATMENTS- telescope, there are no optical aberrations and a wider visual field
~ (central field of 20° or more on the retina) is achieved. The placement
.of the magnifying device entirely inside the eye eliminates increased
speed of motion and vestibular conflict. o '

if there is further deterioration of the macula after the impiantation, the
amount of magnification can be significantly increased by bringing the
object closer to the eye and adding low-plus eyeglasses (+1.00 to
+3.2 D). With glasses, up to 8X magnification can be achieved at

18 cm with the Wide Angle (WA) 3.0X IMT. = '

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IMT)
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2.0 STUDY OBJECTIVE

The primary objective of this study is to monitor the long-term safety. of the Implantable
Miniature Telescope (IMT) in patients with bilateral moderate to severe central vision
impairment due to age-related macular degeneration. Data from this study is intended
to provide Iong-term safety lnformatvon on the IMT.

STUDY DESIGN

IMT-002-LTM is 5-year study designed to generate safety data on patients implanted
with IMT who participated in the IMT-002 trial. All IMT-002 patients completing follow-up
in the IMT-002 study, i.e., a pool of approximately 178 patients, will be contacted and
asked to participate in the IMT-002-LTM study. Partlc:patlon will require new informed
consent form to be signed by IMT-002 patients, since these patients completed and
exited the IMT-002 trial.

STUDY PARAMETERS
Endothelial cell density (implanted and fellow eyes)

Slit lamp examination (corneal health and posterior capsular opacmcatlon)

Intraocular pressure
Best corrected distance visual acuity (|mplanted and fellow eyes)
Adverse events and comphcaﬂons

5.0 PA'nEN_T POPULATION

AII' patients, approximately 178 IMT-002 candidate paﬁents who have completed the
IMTO002 trial, will be contacted and asked to participate in the study prowded they
confon'n to the following criteria.

5.1 INCLUSION =~ A. Patients must have completed participation in the IMT-002 trial.

CRITERIA B.  Patients must be able to understand and comply with the
' requirements of the clinical study, and be able to abide by the
. requirements-and restrictions of the study. -
'C. Patients must be able to provide voluntary informed consent,
and must sign and be given a oopy of the written Informed
Consent form. -

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IMT) '
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6.0 INVESTIGATIONAL PROCEDURES |

6.1  SUBJECT ENTRY

6. 1 A PATIENT CONTACT

All patients completing the IMT-002 trial will be contacted and asked :

* to participate in the IMT-002-LTM study. Three attempts will be made to contact
each study patient, two by phone and one in writing. The Investigator or a
designee will explain the study purpose, procedures, and patient responsibilities '

"to the potential participant. The patient's willingness and ability to meet the
follow-up'requlrements will be determined by the investigator or a designee.

'6.1.2 INFORMED CONSENT

When it has been established that the patlent may be ehglble wmten informed

- consent will be obtained (Appendix 1). The patient will sign and date the
consent form in the presence of a witness. The Investigator will also sign and
date the consent form. Qne copy of the informed.consent form will be retained
with the patient records and a copy will be provided to the patlent The patient is
now considered enrolled. '

PATIENT REFUSAL, PATIENT INABILITY TO PARTICIPATE, OR INABILITY TO .
. CONTACT

If the patient refuses or is unable to participate in the IMT-002-LTM study, the
reason for refusal or inability to-participate will be documented. Documentation
will also be provided for patients who could not be contacted. "

6.2  EXAMINATION SCHEDULE

~ Subjects will be examined and evaluated according to the following schedule of visits:

> - Study entry (If outside the windows noted below)
1. 301tc.34 Months (+/- 3 months) -
2. 36 Month _(+/- 3 months)
3. 42 Month . (+/- 3 months)
4. 48 Month ' ~ (+/- 3 months)
5. 54 Months - (+/- 3 months)
. 6. 60 Month (+/- 3 months) -

A full description of the examination schedule and chmcal parameters can be
found in APPENDIX 2. o _

NOTE: Follow-up vrs:ts from 30 month through 60. months should not occur Iess than six
weeks after the previous visit.

6.3  CLINICAL PARAMETERS ,

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (INIT)
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The clinical parameters to be evaluated are:

. Best spectacle-corrected distance acuity, using ETDRS VA charts: all
visits (implanted and fellow eyes) :
Intraocular pressure: all visits
Slit lamp examination: all visits
Specular microscopy of the central cornea: aII visits (|mplanted and
fellow eyes)
Device failures
Complications
Adverse events.

Postoperative visual examinations may be performed by the Investigator, orby
ophthalmic technicians, optometrists and/or ophthalmologists under the supervision of
the Investigators using methods described in APPENDIX 2. Patients are allowed to utilize
low vision counseling and rehabilitation services as needed. (This may not be the right
place for this, or-we may not need this in the protocol at all. | do want investigators to
know that patients can use standard rehab services.)

6.4 DATA COLLECTION AND VALIDATION

A Case Report Form (CRF) booklet will be provnded by the Sponsor or its designee for
each patient enrolled in'the study. A sample Case Report Form may be found in
APPENDIX 3. The appropnate Case Report Form will be completed and signed by the
lnvestlgator at'each examination. All Case Report Forms will be completed in a legible
_ manner in black ink. Any corrections will be made by drawing a single line through the
incorrect entry, entering the correct information, and initialing and dating the change.
- Data entries boxes or spaces should not be left blank, but instead should indicate:
-NA = not applicable, ND=not done, NE=not evaluable or NAV for missing or not
‘available data. The-original signed forms, not copies, will be retumed to the Sponsor

All clinical data generated inthe study will be submitted to the Sponsor or its designee
for quality assurance review, data entry, and statistical analysis. All forms will be
reviewed for completeness and evident recording errors will be rectified by contact with

- the appropriate clinical site. Double-entry routines will be utilized to reduce data entry

- errors, and computerized editing routines will be used to identify unusual data entries for
verification prior to statistical analysis. The database will be equivalent to that used for
the IMT-002 trial, a validated database, which contained data for the Sponsor's PMA,

MO050004. Study data will be maintained on a secure computer with appropnate data

security prowsrons

'VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IMT)
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6.5

7.0

STUDY COMPLETION PROCEDURES

6.5.1 PATIENT COMPLETION

Patients are considered to have completed the study if they have compieted all
follow-up examinations through 5 years post IMT implantation.

6.5.2 PATIENT TERMINATION

Patients may be terminated from the étudy at the discretion of the Investigator

only if continuation would jeopardize the patients’ health and/or welfare.
Terminated patients will be considered to have completed the study, Every eﬁovt
will be made to follow terminated patients for safety reasons using the
appropriate case report forms until the planned end of the study period.

‘NOTIFICATION OF A PATIENT TERMINATION WILL BE MADE IMMEDIATELY

TO THE SPONSOR OR ITS DESIGNEE.

6.5.3 PATIENT EXIT

A patient exit form must be completed for all patients who either complete,
discontinue, are considered lost to follow-up, or are terminated from the study. -
Before a patient is considered “lost to follow-up”, there should be three
documented attempts to reach patients. At least one of these attempts must be
in writing by certified / return receipt mail, a copy of which should be included in
the pat:ent’s medlcal I clinic chart.

STATISTICAL METHODS, REP_ORTING, DATA COLLECTION, DATA
VALIDATION ‘ o

7.1.1 STATISTICAL METHODS

_' Due to the observational, non-oomparatwe nature of this study, the primary statistical
analysis will be based on descnptwe statistical technlques using 95% confi dence
mtervals _

REPORTING

Planned analyses will be performed as follows:
s'lit} iam_p findings

- Endothelial cell density (ECD)
Endothelial cell density (ECD) . . -
Change in endothelial cell density (ECD) from baseline
Percent change in endothelial-cell density (ECD) from baseline
Change in-.ECD between consecutive postoperative visits
Percent change in ECD between consecutive postoperative visits

‘VISIONCARE OPHTHALMIC TECHNOLOGIES, INC.
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' Percent change in ECD between consecutive postoperative visits
pseudophakic fellow eyes of subject lmplanted with IMT

Adverse events and complications
Posterior capsular opacification
Intraocular pressure
Ocular complications
Ocular adverse events

, Distance visual acuity
‘Change in best corrected distance visual acunty stratlﬁed by IMT model and v1s:t

VISIONCARE - OPHTHALMIC TECHNOLOGIES, INC. . IMPLANTABLE MINIATURE TELESCOPE (IMT) ’ . !
PO50034- AMENDMENT 14 ’ Volume TT of TV. Page 159 :




PROTOCOL IMT-002-LTM — AMENDMENTSREVY - PAGE 13 of 30
VisionCare Ophthalmic Technologies Inc. L - Confidential

8.0 ADVERSE EXPERIENCES REPORTING / DEVICE MALFUNCTIONS

8.1 ADVERSE EXPERIENCES

Throughout the course of the proposed study, all efforts will be made to remain alert to
_ possible adverse experiences or untoward findings. If adverse experiences occur, the

first concern will be the safety and welfare of the patient. Appropriate medical
intervention will be made. Any adverse experiences or complications observed by the
Investigator or reported by the patients, whether or not ascribed to the IMT, will be
recorded in the appropriate section of the patient’s Case Report Form.

ANY SERIQUS ADVERSE EXPERIENCES AND UNANTICIPATED, SEVERE, SIGHT-
THREATENING ADVERSE REACTIONS, WHETHER OR NOT ASCRIBED TO THE
IMT, WILL BE COMMUNICATED PROMPTLY, BY TELEPHONE, TO THE SPONSOR
AND TO THE IRB. THESE REPORTS MUST BE CONFIRMED IN WRITING WITHIN
FIVE DAYS OF THE OCCURRENCE. Any patients who are terminated from the study
due to adverse experiences will be followed until their medical outcome is determined,
and written reports will be provided to VisionCare Ophthalmrc Technologles by the
rnvestrgator '

Below is a list of potential or anticipated Adverse Events based on prior IMT clinical trials
or known to be occasionally associated with similar types of anterior segment surgery.
This list should not be considered comprehenswe but rather identifies events which can
be reasonably anticipated. _ S
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"Table 1 - Adverse Events

Anterior chamber inflammation

" Choroidal detachment

. Choroidal neovascularization

Choroidal hemorrhage

Corneal decompensation

Corneal edema

Corneal transplant

Cyclitic membrane
Diplopia
Distorted pupil
Endophthalmitis
Flat anterior chamber
Hyphema
Hypotony
‘Hypopyon. -
IMT dislocation
IMT repositioning
IMT removal
Increased {OP requiring treatment
~_lridotomy

- Iris atrophy

~Iris damage
Iris prolapse
Iris transillumination
fritis .

. Optic atrophy

Precipitates or deposits on lMT

Pupillary block

Retinal detachment

Retinal vascular occlusion

wiw|w|ninsro|rnolrolnafro|re ' ;
St b R b NI IS S S Pl N e e ) R el B

__Subretinal hemorrhage

35. . Synechiae
36. - Uveittis/Vitritis
37. Vitrectomy/vitreous aspiration -
38. Vitreous hemorrhage
.1 39. Vitreous in anterior chamber
1 40. Zonular dehiscence
DEVICE MALFUNCTIONS

A dé&lcé‘malfunctlon is defined as a failure of the IMT to meet its performahoe
specifications or otherwise perform as intended.. Performance specifications mclude all

. claims made in this protocol or the product assomated labelmg

AII device malfunctions will be recorded in the appropnate ﬁeld on the patnent Case

Report Forms.
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9.0 MONITORING

Sponsor personnel or their designee will monitor all clinical studies in a manner
consistent with applicable health authority regulations and the clinical research
standards adopted by the Sponsor. Study monitoring will involve the following elements:

1. Sponsor personnel or designee may meet with Investigators prior to the initiation
‘of the study in order to review the available patient population, facilities, and '
equipment with respect to the needs of the study, and to familiarize the Investlgator

with the study protocol.

2 Sponsor personnel or designee may meet with the Investigator(s) at the time
study patients begin to be enrolled in order to ensure that patients are being properly
recruited and that study data are being correctly recorded

3. Sponsor personnel or designee may visit the clinical site at any time during the
study to review and/or collect the Case Report Forms. :

4, interim monitoring visits and telephone consuitation will occur as necessary
during the course of the study to ensure the proper progress and documentation of
the study findings.

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE o)
DARANIA_ AMENNMENT 14 Vaolume TT of TV, Page 162




PROTOCOL IMT-002-LTM — AMENDMENT 5 REV1 - PAGE 16 of 30 “
- VisionCare Ophthalmic Technologies Inc. o . Confidential

APPENDIX 1 - SUBJECT CONSENT FORM

~ VISIONCARE OPHTHALMIC TECHNOLOGIES, INC.

FIVE YEAR FOLLOW-UP OF IMT-002 PATIENTS
A LONG-TERM MONITORING STUDY OF IMT-002 PATIENTS

PrRoTOCOL IMT-002 LTM

- 1. PARTICIPANT’S NAME:

2. PURPOSE OF PROJECT: |
_You have been invited to participate in a research study sponsored by VisionCare
Ophthalmic Technologies, Inc. (the study Sponsor) and o
. Dr. | . ____, the study Investlgator

The purpose of this study is to momtor the long-term safety of the Sponsor's
Implantable Mlnlature Telescope (IMTTM) for implantation in patients with age-related
macular degeneratlon (AMD) who participated in the sponsor’s IMT002 clinical trial.
You are a candidate fqr this study because you participated in the IMT002 trial. You
are being asked to participate in this study in order to obtain long-term data on the

~ IMT device implanted in one of your eyes in the IMT002 clinical trial. You will be
asked to visit your physician for eye examinations every 6 months forthe next3 -

years.

. D.. DESCRIPTION OF RESEARCH:

_The study you are being asked to partlcrpate inis a Iong-term monrtonng study for _'
patients who participated in the IMT002 clinical trial. This study will - last
approxrmately 3 years and will involve visits to your eye doctor‘s office every
6 months until you reach the 5 year annrversary of the date you had surgery for the

IMT devrce ' ‘ :

The first step in this study isto determme whether you are able to participate in this
trial. This: wil be accomplished by answenng several questions to make sure that

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IN[T) :
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you understand the study requirements and can communicate clearly to the study

~ personnel,

- You will need to return for examinations on or around Months 30 to 36 (3 years), 42
(3 % years), 48 (4 years), 54 (4 ¥ years), and 60 (5 years) from the original date of
you IMT implantation surgery. At the follow-up examinations, some of the same
testing that was performéd in the IMT-002 trial will be repeated in order to evaluate
changes in your visionv and the condition of your eyes. This testing includes an eye
examination using a slit lamp, intraocular pressure, distance visual acuify testing with
an eye chart, and measuring the number of cells on the inside of your cornea using a
non-contact spécular microscope. All of the testing that will be performed on your
eyes is the same as the testing that was done while you were participating in the
original study of the IMT, but fewer tests will be performed. :

4. RISKS _
There are no-new risks to you related to participating in the long-term follow-up study
of the IMT. All of the risks associated with the IMT and the surgery to implant the
IMT were discussed with you when you decided to enrollin the IMT clinical study.
Those risks and any problems yod may be having with the iM'T will be evaluated
dun‘hg_;this longer-term follow-up study that you have been asked to participéte in.

5. POTENTIAL BENEFITS |
The potential benefit to you of participating in this research study is that you will have
continued examination of your eyes to determine if you are having any problems with -
- your { MT. This study will aiso provide needed information on the long-term safety o
the IMT.. '

6. ALTERNATIVE TREATMENTS |
Since you already have'_the IMT implanted in your éye, alternative treatments are not
applicable to your situation. ‘ |

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE T
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7. CONFIDENTIALITY AND PATIENT AUTHORIZATION
You should understand that your medical records pertaining to participation in this
study will be made available for review by your doctor to the Sponsor of the study
and to governmental agencies such.as the U.S. Food and Drug Administration
(FDA). You should also understand that the information in these records will be kept
confidential, but, that on rate occasions, disclosure to third parties may be required
by law. By signing this form, you authorize aocese to your study related medical
records by the US FDA and other govemmental agencies.

You agree that results of your surgery and photographs of your eyes made as part of
the study may be published for scientific purposes provided your identity is not '
revealed. Results of this study may be presented at scientific meetings and
published in journals, however,- no names will be used in any data summarieé or
publications and all medical data will be protected. '

8. COMPENSATION FOR INJURY - .
You will not be compensated for parhclpatlon in this study ' ' ‘

You will not receive a bill or be asked to pay for the cost of the study examinations.
The study sponsor will cover the costs of testing performed specifically for the study.

“fa research—related iliness or lnjury occurs at any tlme during the study, you will
receive medlcal care at : : - Hosp:tal under the
supervision of the study Investigator. Any costs for the treatment of research related
adverse events not covered by insurance will be paid for or reimbursed by the
Sponsor. You will not be compensated monetarily by the study Sponsbr,' the hospital
or other institution, or the study Investigator for lost wages, disability, or discomfort

- resulting from this type of iilness or injury. You should understand that treatment
payment or enroliment in a health plan or eligibility for benefits i is not contmgent
upon signing this form. :

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IMT)
POSNN34-. AMENDMENT 14 : " Volume IT of TV. Page 1658



PROTOCOL IMT-002-LTM — AMENDMENT5 REV1 - - PAGE 19 of 30
- VisionCare Ophthalmic Technologies inc. : . Confidential

9. VOLUNTARY PARTICIPATION ,
You should understand that your participation in this study is completely voluntary
and that you may withdraw__ﬁom the study at any time without prejudice to your future

~ medical care. Should you decide to withdraw from the sfudy for any reason, you

4 ~ should contact the Investigator immediately. You may be discontinued from the
étudy at any time if the Investigator considers it to be in your best medical interest.
Should your participation in the study be terminated, régardles§ of the reason, you
will not suffer any pénalties or loss of benefits to which you are othewvise ehtitled.

You will be informed of any ‘sig'niﬁcant information regarding new ﬁndin_gs that may
~ develop during the coursé of the research study that may relate to your willingness to
continue participating as a subject in the study. :

10. CONTACT PERSON
If, at any time, you have questions regarding your participation in this study, you can
. call Dr. ‘ , your study Investigator, at:
( ) -
VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IMT)
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11. CONSENT

I have been given an opportunity to ask any questions concerning the research, and
my participation; and the study Investigator has answered my questions. By signing
this consent form | understand that | have not waived any of my legal rights.

| understand that | will receive a copy of this consent and authorization form, which
will show all signatures and dates."

] v_h'ereby Willingly give my consent to participate in the above-described clinical study.

Patient Signature _ — Date:
- Printed Name of Patient
Witness Signature : - . Date: .

| have discussed this research study with the patient using language that is
understandable and appropnate | believe that | have fully informed this patlent of the
nature of this study, and its possible benefits and risks, and | belleve the patlent
understood this explanation.

Investigator Signature R ‘ D_a"t'é:A
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APPENDIX 2 STUDY EXAMINATIONS : SCHEDULE & METHODS -
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- APPENDIX 2.1
EXAMINATION SCHEDULE AND CLINICAL PARAMETERS

TABLE 1. SCHEDULE OF EXAMS AND CLINICAL PARAMETERS .

Exam/TEST -

‘| DisTANCE BEST S ‘ ‘
CORRECTED | v S L v v v o,
VISUAL ACUITY
{BOTH EYES) _
10P 8 v v v v v v
SUTLAMPEXAME v v v v o v v v
SPECULAR B , '

MICROSCOPY v v v v v
(BOTH EYES) : ’

DEVICE oy v v v v v v
FAILURES :

ADVERSE v v v v v v v
Events - & _ o
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_ PROTOCOL IMT-002-LTM
VisionCare Ophthalmic Technolo

APPENDIX 2.2 -
‘BCVA TESTING PROTOCOL

PLEASE ADD THE REFRACTION PROTOCOL BACK TO THIS DOCUMENT - YOU
CAN’T DO A BCVA WITHOUT A REFRACTION

5 INTRODUCTION&S_'COPE o8 -

Visual acuity will be measured using Early Treatment Diabetic Retinopathy Study
(ETDRS) charts. A set of two of these charts (Lighthouse Chart C-110 and C-105
respectively, which have different letter sequences or Precision Vision Chart R (Catalog
#2110), Chart 1 (Catalog #2111) and Chart 2 (Catalog #2112) and a retro-illuminated
box providing standardized chart illumination' will be used to determine visual acuity.

Distance visual acuity testing will be performed ata dlstance of 2 meters (orat 1
- . meter for patients who are unable to read 20 letters of the first four lines of the
chart at 2 meters).

FACILITIES & MATERIALS

VISUAL ACUITY CHARTS

Charts 1 and 2 are used for testmg visual acuity. ChartR is used for refraction. The
ETDRS charts consist of 14 lines of 5 high-contrast Sloan letters of equal difficulty and
geometric progression of letter size with results in an arithmetic progression of the

" logarithm of minimum angle of resolution from line to line. Charts 1, 2 and R have
different letter sequences. Patients should be prevented from seeing Charts 1 and 2 until
refraction has been completed and the visual acuity test begins.

w

The dimensions of the light box are 24-3/4 inches (62.9 cm) by 25-3/4 inches (65.4 cm) -
* by 7 inches (17.8 cm). The light box should be mounted on the wall or on a cylindrical
stand manufactured by the Lighthouse Low Vision Services (L-225). The stand is
mounted on a five-pronged wheelbase, with each prong about 14 inches (35.6 cm) long.
 Two of the five wheels are lockable. When the box is mounted on the stand, its height

" can be varied. The light box should be mounted at a height such that the top of the third
row’of letters (0.8 log MAR) is 49 + 2 inches (124.5 cm % 5 cm) from the floor.

RETRO ILLUMINATED BOX

The room lights should be tumed off during the visual acuity test. The box itself prowdes
sufficient illumination for the examiner to record the results. Additional light canhave an
adverse effect. With the box light off, not more than 15 foot candies (161.4 candela/m?)
of fight should fall on the center of the chart. The luminance of the EDTRS VA chart in
the plane of the entrance pupil of the eye to be tested should be within 10% of 160-

! manufactured by Lighthouse Low Vision Products (L-220) .
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candelas per square meter (cd/m? or nits). A photometer should be used for primary
calibration. A secondary measuring device, a simple light meter, is calibrated to match
the primary determination, and is then used for day-to-day calibration of the VA chart.
‘This meter is placed against the surface of the transilluminated EDTRS chart at a
predetermined and constant location. The calibration value is marked on the meter
(e.g., an arrow, line, etc.) Luminous emittance of the light box containing the EDTRS
chart is then adjusted to this predetermined level. (This secondary reference standard
technique is similar to that used on the Goldmann Haag-Streit perimeter.)

The visual acuity light box is equipped with two 20-watt fluorescent tubes and ballast.
The Sponsor recommends these lights be changed out for new bulbs at the start of the
IMT-002 Study and at least yearly thereafter or in the event of a bulb failure. At the
beginning of each examination, proper functioning of the two fluorescent tubes should be
verified. ' : ‘

ROOM FOR VISION TESTING _
The room for visual acuity testing must have space for a 2 meter (78.7 inches) lane, the
visual acuity box, the stand, and the participant. The lane represents a distance of
exactly 2 meters between the patient's eyes and the visual acuity chart. In addition to
the 2 meter lane, 13 inches (33 cm) must be allowed for two of the stand's castors to

" touch the rear wall (or a line marked on the floor when there is no wall) plus space for
the patient to sit.

Low level, ambient, indirect room illumination should be at a level of 10-12 cd/m? or less
as measured with the photometer at the patient's eye. Not more than 15 foot-candles of
light should fall on the center of the chart. No specular refiection from the chart surface -
directed towards the patient's eyes is permitted. This is determined with
transillumination of the chart turned off and ambient light on. '

MARKING THE 1 METER (39.7 INCHES) AND 2 METER (78.9 INCHES) DISTANCES

Floor marks cannot be used reliably to mark either the 1 or 2 meter distances. The

horizontal distance between the patient's eye and the chart must be measured

individually for each examination. The distance is best measured with one and two
‘meter sticks or a measured non-elastic string from the eye of the patient, who is

comfortably seated in a chair with his or her back firmly placed against the chair's back,
to the center of the second letter (for left eye) or fourth letter (for right eye) of the third
line of the chart. : o
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PROCEDURES

" Al measurements should be obtained by a physician, optometrist or trained technician
supervised directly by the physician or optometrist, before the patient's puplls have been

dllated
TESTING BEST CORRECTED Vls_uAL Acurty

TESTING Visual acuity testing is performed at a distance of 2.meters for all

- DISTANCE patients, including those who could not be refracted at the two-meter
: : distance. Visual acuity is tested at 1 meter only if the number of
letters read correctly at 2 meters is less than 20.

- The distance from the patient's eyes to the visual acuity chart must
be exactly 2 meters. The patient must sit for the 2 meter visual acuity
test. His or her back should be firmly touching the back of the chair.
The examiner should ensure that the participant is sitting comfortably,
that the head does not move forward or backward during the test,
and that the participant's eyes remain at the 2 meter distance.

USING THE _First, non-implanted eye after surgery and then IMT implanted eye is
" ETDRS CHART tested. All visual acuities will be evaluated with the subject’s eyes in
o the straight-ahead, primary position of gaze. This will help to assure
that visual acuity in the non-implanted eye is measured without the -
use of peripheral vision. The IMT implanted eye will have no
penpheral vision, but for reasons of consistency should be conducted
in the same manner

: ;imff._e s e As previously mentioned, room lights should be tumed off during
v visual acuity testing. The retro-illuminated box will provide
sufﬂcnent light for the examiner to record results of the test.

. The patient should be told that the chart has letters only and no
numbers. If the patient forgets this instruction and reads a
number, he or she should be reminded that the chart contains no
“numbers and the examiner should request a letter in lieu of the
number. Examiners should point to the chart and to specific letters
_ on the chart. Examiners should never read any of the Ietters
during the test. :

e Because each letter will be scored, the patient should be asked to
read slowly (at a rate not faster than about one letter per second)
in order to achieve the best identification of each letter. The
examiner should not proceed with the next letter or line of letters
until the patient has given a definitive answer for each letter. It may -
be useful for the examiner to demonstrate the letter-a-second pace
by reciting "A, B, C.". i, at any point, the participant reads too
quickly, he or she should be asked to stop and read slowty.
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o Each participant will be encouraged to read the letters on the chart
as they become smaller and more difficult to read. Each time a
participant says he/she cannot read a letter, the examiner will
encourage him/her to figure letters but not to randomly guess at

: them. If the participant identifies a letter as one of two or more
letters, he/she should be asked to choose one only. The examiner
‘should remind the participant to blink normally during all testing.
All visual acuities are to be evaluated with the patient’s eyes in the
straight-ahead, primary position of gaze. The testing and
recording of answers will continue until the patient states that
he/she can no longer read or figure out the letters. The examiner
may stop the test at this point provided that the patient has
previously made some errors that indicate that the best possible
acuity level has been reached. Patients are encouraged to make
a best possible choice for several reasons: 1) statements that
they cannot identify a letter are often unreliable, and 2) bias may
be reduced when effort is maximized through guessing.
Furthermore, inter-center variability of visual acuity measurement
is minimized when uniform instructions for testing are employed

» Where a wrong answer is glven, have the patient proceed with the
next letter, but re-evaluate the "wrong" letter again after completing
the line. If patient loses their place, he/she should be asked to go

. back to the top line, and start again, reading only the first or last
letter in the line for those lines which were complete, once the
missed line is reached, continue with standard examination. This

~ procedure, called the First Letter Technigue isused in all -

~ examinations with low vision charts, also during rehabilitation.

SCORING The examiner records each letter identified correctly by circling the
.~ corresponding letters on the Visual Acuity Form. Letters read -
incorrectly and letters for which no guesses are made are not marked
on the form. Each letter read correctly is scored as one point.- The
score for each line (which is zero if no letters are read correctly) and
the total score for each eye is recorded on the Visual Acunty Form
after testing is completed .

' SCORINGFOR2 If testmg at 1 meter is not requ:red 15 points are automatlcally scored
METER TESTING for the 1-meter test. The total combined score (i.e., the sum of the 2 -
. meter and the 15 points awarded for the 1 meter test) is recorded on

the Visual Acunty Form

SCORING FOR1 Eyes readlng |ess than 20 letters correctly at 2 meters should be

- -METERTESTING tested at 1 meter. Both:the 2 and 1 meter totals should be recorded
: T on the Visual Acuity Form. If the trial frame is to be removed when -

- changing the test distance from 2 meters to- 1 meter, the testing chart
“should first be removed from view to prevent the: partlclpant from
' readlng the chart wrth the fellow eye.
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- Before testing at 1 meter, a +0.50 sphere should be added to the 2-

; meter correction already in the trial frame to compensate for the

- closer testing distance. The participant must sit for the 1-meter test.
The avoidance of any head movement forward or backward is ’
particularly important during the 1-meter test.

; NOTE -"The  above Refraction. and.BCVA . Testing Protocol
represents ‘a ‘modified version of one-published by Lighthouse..
- The calibration requirements. outlined mvolvmg a photometer are |
encauraged if the device is available; but is NOT required as part :
-of-the IMT-002-LTM :Study. - The Sponsor does encourage the-';
" site'to penodlcally confirm: the Iumlnance quahty wcth the use of a :
_"standard llght meter - RENRE :
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Appendix 2.3
SPECULAR MICROSCOPY

The maln safety concem to be addressed by specular microscopy is the possibility of a chronic
loss of endothelial cell density, which, even at a low yearly rate could, over time, lead to comeal ,

edema and decompensation.

 To determine endothelial cell density loss, specular microscopy will be performed at all

scheduled examinations; i.e., month 30, 36, 42, 48, 54, and 60.

Analyses of specular microscopy data will include the determination of the mean cell density
loss over time and a frequency distribution. The mean rate of cell density loss will be calculated
via a paired analyS|s in order to calculate the mean of the differences. .

' Collection of data

The methods used for the. collection and analysis of specular mrcroscopy data are critically
important to minimizing the variability associated with these measurements Common sources
of variability in specular microscopy are:

3.0 _ difficulty in returning to same location on the comea at each visit; -
4.0 poorimage quality (less than 100 countable cells);

5.0 technicianerror;and -

6.0 rmproper reader analysis.

To address differences in location of the i |mage within a- grven area of the cornea, three
acceptable images should be taken at each visit. The mean densrty from the three rmages

- should be used

Problems due to poor image quality andlor technician error will be ameliorated by usrng
appropriate equipment and trained, experienced clinical sites equipped with non-contact
specular microscopes. Images will be stored on 35 mm slides, half-inch video, or in electronic
format such as CD’s, floppy disks and/or zip drives. Sites may also produce high quality
photographic i rmages whlch can be electronically scanned and dlgrtlzed :

. ‘Specular cameras that can record digitized i rmages on drsk are preferable for ease of data
transfer. . : _

Prior to the beglnnmg of the study each S|te erI be requrred to take an initial set of i |mages for
an evaluation of image quality. Training (or retrarnrng) will be performed as necessary and
mclude the followmg rmportant points: = -

An acceptable image has:
o distinct cells; T
« maximum identifiable (countable) cells, >75 cells preferred; and
o cells that can be grouped in a uniform area.
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To capture a good image:
make sure the patlent is comfortable;

instruct the patient to blink;

instruct patient not to move and to open eyes wide;,

instruct patient to focus straight ahead or on the green light;

be patient; and _

if necessary, use the manual setting. (Note that the use of the manual
setting may require additional training.)

A central reading center will be retained for both grading the quality of specular micrographs
and for analyzing the specular images. The reading center or technician performing the image
analysis will be advised of the following:

e The center method for counting cells is recommended.

e The quality of cells in an image is critical. Since the presence of disease can increase
variability (e.g., polymegathism/pleomorphism post-contact lens wear, keratoconus), the
area with the fewest distortions (not in shadow, washed-out, or blurred) should be used

' for the image analysis.

.SPECULAR - A non-contact specular microscope will be used at each site.
MicroscoPY  The mean density from three images of the same location of the comea

PROCEDURE will be made.

ENDOTHELIAL o The location to be photographed is selected by clicking on the
IMAGE mark that indicates the location of the fixation target. An image will
PHOTOGRAPHY be taken of the central cornea.

. Patients will be asked to place their chln on the left chln rest for

photography of the right eye and on the right chin rest for
‘photography of the left eye. Adjust the height of the chin rest so that
an image of the patient's eye can be seen on the monitor screen with
the pupil in the approximate center of the screen. The patient is
asked to stare at the fixation target, or straight ahead if unable to see
the target, until an image is photographed.

. An endothelial image is recorded by clicking on the appropriate
indicator button on the instrument. The instrument aligns, focuses
and takes the endothelial photograph automatically and the
endothelial image will appear on the screen immediately.

e All endothelial images will be recorded and sent to DataMed
Devices for archiving before being sent to the specular microscopy
reading center for image analysis.
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CASE REPORT FORM
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Investigator No.: D:l Patient No.: [:I:I:I :

Protocol: IMT-002-LTM =
) Date of Exam: M' I J Dl | | Y‘I l i I Operative Eye: CJop DOS
- ALL ITEMS MUST BE COMPLETED. MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP.
POSTOPERATIVE REPORT Page 1of3

(] 30 Months L__] 36 Months [ ] 42 Months a8 Months [ ] 54 Months [] 60 Months

O Interim, reason:
D Check if patient is unavailable for this- scheduled. exammatlon but continuing in study Submit form and mark
(not available) NAV. Reason:

1. Manifest Refraction: (indicate + or — sphere and - cylinder)
oD

SO0 OO ) sl O O O | A|

Sphere Cylinder : Axis . Sphere . Cylinder - - Axis

2. - Distance Best Corrected Vlsual Acmty* (ETDRS): .
oD ' os -
Distance chart used: (check 1) Oim [J2m Omm O2m

'vLogm;u': , - DI I I I |l IJ

" (Please submit visual acuity worksheet with completed CRFs)

"3, Slit Lamp Examination:

Slit Lamp Examination:

Cornea: : Endothelium:
- Ot Normal [Ch Normal
02 1+Edema - [2'1+Folds
03 2+Edema []3 2+Folds:
[J4 3+Edema O« 3+Folds
[OJ5 4+Edema [J5 Keratic precipitates
' 1 6 Guttata
Anterior Chamber:. o _ )
Cells o Flare = ' Iris:
0 1 Normal . 1 None . = 0. - [0 Normal
[J 2 Trace (0-5 cells) Oz Trace = [J 2 Fibrin deposits -
(03 6-10cells - - O 3 Moderate . [J 3 Other (specify)
£ 4 11-20cells [ 4 Marked ' .
5 21-50 cells : [0 5 Severe
{1 6. >50 cells [ 6 Other (specify):

 White: Sponsor _Pink: Investigator’s Copy Yellow: Sponsor -
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. v.. ttﬁ&ﬁ&" e _ ) | |
ounnumc vaennomo;cws S . _ SiteNo.é ' D:D Paﬂent.illlitials: D:D
Investigator No.: ED Patient No.: D:D

Date of Exam: M l l J DI l l Y‘I-ﬁ I l .Opverative Eye: Oop Oos

-~ Protocol: IMT- 002-LTM

ALL ITEMS MUST BE COMPLETED. MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP.

5. Intraocular Pressure: . oD EDmmH_g 0s D:' mmHg

6. Posterior Capsular Opacification: (check one)
(] None [] Minimal Opacity [J Moderate Opacity [ Dense Opacity -

7. IMT Positioning: (check each that applies)
- O Centered

[ Tilted

O Malposxtloned (specgﬁz)

8. Specular eroscopy Images - obtain for both eyes - [J Yes [ Ne

9. Secondary Surgical Intervention: D Yes I:l No If yes, Complete Adverse Event Form

10. Adverse Events: D Yes [ Nov ' Hyes, Complete Adverse Event Form

[0 Anterior chamber inflammation i O Iridotomy
O Choroidal detachment - " [O s atrophy
.~ [ Choroidal hemorrhage : (O Iris damage
[ Choroidal neovascularization O iris prolapse
[0 Corneal decompensation O mtis -
O Corneal edema . ‘ [ Iis transillumination defect
'] Corneal transplant ' - [3 Optic atrophy
- [0 Cyclitic: membrane [ Precipitates or deposits on IMT
[0 Diplopia : : 3 Pupillary block .
O Distorted pupil ' - [ Retinal detachment ‘
CJ. Endophthalmitis : 'O Retinal vascular occlusion
(] Flat anterior chamber [ Subretinal hemorrhage
O Hyphema - - : [} Synechiae .-
O Hypotony : - {3 Treatment of PCO (Nd:YAG; Needlmg)
O Hypopyon ' ' : O Uveitis/Vitritis -~
[0 IMT dislocation E . o [ Vitrectomy/vitreous aspiration
] IMT repositioning ‘ -3 vitreous hemorrhage
[0 IMT removal . : L - [3 Vitreous in anterior chamber
" [ Increased IOP requiring treatment B - O Zonular dehiscence

. Other: Specify

'=.-.iﬁvesﬁgator’§ Signature: _____ o ' : ~ Date:

White: ‘Sponsor _ Pink: Investigator’s Copy _Yellow: Sponsor
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GPRTHALMIC TECHNOLO SIS ' "~ SiteNos [:I:I:l Patient Initials: I:I:l:\
Investigator No.: Dj ' Patient No.: D:]:I

Protocol: IMT- 002 - Lm .,VDAateofExam: MI—I ] Dvrl Iyl I_l Operative Eye: Dob Oos -

ALL ITEMS MUST BE COMPLETED, MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP.

EXIT FORM

Page 1 of] :

1. DateofSubje&Eﬁt: 'ML I ..IDl | IYI | | ‘
2. Outcbn_le: (mark one) I:l Completed . D Terminated D Discontinued
Termination: Subject’s participation in the study ended fo‘r reasons relafed to the IMT.
voluntary withdrawal, etc.).

3. Reason for Termination/Discontinuation: (check one) ' . Explain as Needed:

01 Due to non-study-related medical reasons

Discontinuation: Subject’s participation in the study ended for reasons unrelated to the IMT (e.g., non-compliance,

(other than Adverse Events)

0 2 Voluntary withdrawals

0 3 Dueto inability to continue ‘

(e.g., moved, personal, etc.)
[J 4 Due to improper entry of subject

 (e.g., did not meet entry criteria)
, [0 5  Adverse Event (AE); please specify:

DatedeEo’ns'et: Dl I—IMI Ij YL' I

[J 6 - Lost to follow-up
0 7 Death -

[J 8 Other

4. Who Téfminated/Discontinued subject: (check one)
[0 Patient
[0 hvestigator
O Sponsor

5. ‘Were any secondary surgical interventions performed on the subject’s study eye due to an adverse event?
"[OJNo [0 Yes- . IfYes,specify: S -
Procedure: E - v P Date Performed:

Investigator’s Signature: _ e ' Date:

White: Sponsér ‘Pink: Investigator’s Copy  Yellow: Sponsor
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- SiteNo.: D:D Patient Initials: I:I:D
Investigator No.: D__—I : Patient No.: D:D

CORHTWALMIE ucano;h A0e I

Protocol: IMT- 002 - LTM

Date of Exam: MI I J Dl | | Yr| |H.0peratlivéEye: Oop ‘Dos
ALL ITEMS MUST BE COMPLETED. MISSING OR INCORRECTZYCOAIPLE TED ITEMS WILL REQUIRE ADPMONAL FOLLOW-UP.
o ADVERSE EVENT FORM | Page lof I
1. Date o‘fAdverse’Event Onset: ‘M [ | |D r | |Y l ‘ I J

2. EyeAffected: [JOD [JOs [Jou
3. Adverse Events: [ Yes [J No

(O Anterior chamber inflammation [ Iridotomy

- [0 Choroidal detachment - [ Iris atrophy -
[0 Choroidal hemorrhage B : [0 Iris damage
[ Choroidal neovascularization (] Iris prolapse
O Corneal decompensation - O Iritis -
[0 Coineal edema - _ (O Iris transillumination defect
O Comeal transplant =~ . o [ Optic atrophy
O Cyclitic membrane ' - [ Precipitates or deposits on IMT
[J Diplopia O Pupillary block
[] Distorted pupil _ - [O Retinal detachment

" O Endophthalmitis . -~ ‘ _ - [ Retinal vascular occlusion
[ Flat anterior chamber : [ Subretinal hemorrhage

- O Hyphema . ' [ Synechiae

O Hypotony * - [O Treatment of PCO (Nd:YAG, Needlmg)
O Hypopyon y O Uveitis/Vitritis
] IMT dislocation , ' [ Vitrectomy/vitreous aspiration
[ IMT repositioning : ' [0 Vitreous hemorrhage
O IMT removal ) : O Vitreous in anterior chamber
(O Increased IOP requiring treatment : O Zonular dehiscence

[J Other: Specify

5. Severity of Adverse Event at Follow-up: (check one)
O1 Mild {2 Moderate []3 Severe

6. Additional Treatment of Adverse Event: (describe all)

Yes No _
' S'urgical a0 O - . If Yes, specify:

Medical [:] g If Yes, specify:

7. Prognosis: (check one) _ o
- [J1 Excellent: [12 Good [J3 Fair [J4 Poor

White: Sponsor Pink: Investigator's Copy Yellow: Sponsor
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Site No.: I:[:j Paﬂeni Initials: D::Ij
: Investigator N&;: - D:l Patient No.: :D:D
Protocol: IMT- 002 - LTM '

_ | Date of Exam: Ml I I DI | JYI I |0peraﬁveEye:_V|:]OD_|::IOS

“OEHTHALMICITECRY,

ALL ITEMS MUST BE COMPLETED. MISSING OR INCORRECTLY COMPLETED ITEMS WILL REQUIRE ADDITIONAL FOLLOW-UP.

8. Outcome: (current status of patient)

{1 Event resolved with no sequelae (Date.of Resolution):: M I . | | | ” | | I rl I

[ Event resolved with sequelae (Date of Resolution): M [ B | I I ' | | ' r l
] Event unresolved (If event unresolved, complete AR Follow-up Fonh) ‘

9. Relationship of adverse event to IMT, in the opinion of the investigator:

[J Notrelated [] Unlikely to be related [] Possibly related [] Probably related [] Definitely.related

Comments:

"Investigator’s Signature: ' | : L . Dater

* “"White: Sponsor Pink: Investigator's Copy _ Yellow: Sponsor .
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ATTACHMENT 6

" LIST OF CLINICAL INVESTIGATORS
© FORPROTOCOL IMT-002-LTM
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List of Investigators for o

Protocol lMT-002 LTM

‘Telephone

Associated Eye Care
2950 Curve Crest Bivd
Stillwater, MN 55082

Assocnate Retinal Consultants

JLane, Stephens MD - Principal lnvesngator

_|Beaumont Hospital Research Institute |

13811 W. 13 Mile Road
Royal Oak MI 48073
T

Discover Vision Centers

4741 South Cochise Drive
Independence, MO 64055

Dehnmg Doug MD Investigator

Doheny Retina Institute
University of Southern California

1450 San Pablo Street, DE[ 3615

Los Angeles, CA90033 o

Duke University Eye Center

Sadda. Srinivas Reddy, MD - Prinicipal investigator . (323) '442-6503

: 2351 Erwin Road

Box 3802, Erwin Road, Room 304

Durham, NC 27710

Sharo ek . D -

mory Eye Center:

ipal Investigator o

13658 Clifton Road, N.E., Suite 2600

Atianta, GA 30322
ing; R.

Fine, Hoffman & Packer
1550 Oak Street, Suite 5
Eugene, OR 97401 *

Hoffman, Richard, MD - Co-Investigator
Packer, Mark, MD - Co-lnvestlgator

Tt

Johns Hopkms Umversxty o
Lions Vision Research
550 N. Broadway, 6th Floor
Baltimore,.MD 21205 - ]
' Schem OluverD MD Pnncvpal Investtgator

Boston. MA 02114: S

Fine, Howard, MD - Principal Investigator

‘. (410) 955-8179

(404) 250-

AR T S e

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC,
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|
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~ JLos Altos, CA 94024 o .
o : izChang. David, MD - Investigator/Surgeon
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* [Willer, Joan, MD - Co-Investigator . ~(617)573-3915
Colb Kathryn MD Co—lnvestlgat geon (617) 573—5537

RN R

/. OK 73104 e e e e
rt, MD - Principal Investigator (405) 271-1692

9157 Heubner Road
San Antonio, Texas 78240

OCB Boston
50 Staniford Street, Suite 600
|Boston, MA 02114

adu Rt_lnal»Center
1900 Broadway, Suite 2

Paducah, KY: 42001 .

Retina Associates of Cleveland
3401 Enterprise Parkway, Suite 300 )
Beachwood OH 44122

Rtma Centers, P.C.
6585 N. Oracle Road, Suite A
Tucson, AZ 85704

etina Group of Washington
5454 Wisconsin Avenue, Suite 1540
Chevy Chase, MD 20815 e B
Berinstein, Daniel, MD - Prinicipal Investigator . :(301) 656-8100

Sarasota Retinal Institute
3400 Bee Ridge Road, Suite 200
Sarasota, FL. 34239 o
Wong, Keye, MD - Pnnclpal InvestlgatorlAdmln_ -(941) 921-5335

South East Clinical Resarch L
6035 Fairview Road, 4th.Floor -
Charfotte, NC 28210

irvine, CAG2697
101 The City Dnve 80uth Bldg 1
Orange CA 52868

Unlversuty of Mschlgan o
W.K. Kellogg Eye Center .
1000 Wall Street.
Ann Arbor, MI 48105

Lichter, Paul R., MN - Principal lnvestlgator s (734) 764-6468
s e P S S A R ¢ R
Vanderbilt University .~ :
Department of Ophthalmolo
Clcmcal Trials Unit -

80198 Medical Center East

Vi Sgiences
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i, .
|

Nashville, TN 37232

Stemberg, Paul, MD - Principal investigator ~ (615) 936-3465 =
o 5 T VR R RN St S |

Vitreoretinal Foundation
825-Ridgelake Blvd )
Nimphis TN 38736~
Yoser, Seth, MD - investigator

Manhattan Eye &Ear
210E. 64th St.,, 8th Floor
New York, NY 10021

|Wills Eye Hospital, Retina Research
840 Walnut Street, Suite 1020

Philadeiphia, PA 19107 P -

Maguire, Joseph, MD - Principal Investigator . (215) 928-3092
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PHAKIC TOL LABELING (ARTISIAN® PHAKIC
~ INTRAOCULAR LENS, DIRECTIONS FOR USE)
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" ARTISANQ Phakic Intraocular Lens o
Directions for Use . Page 1 of$

CAUTION: Federal Law restricts this device to sale
by or on the order of a physician.

Dﬂcrlpﬂon
OPHTEC's ARTISAN® Phakic Intraocular Lenses

(IOLs) arc single-piece ienses manufactured from
Perspex CQ UV ultraviolet  light absorbing
polymethyimethacrylate (PMMA) with a refractive
" index of 1.49, which are designed for implantation
into the anterior chamber of the phakic human eye for
‘the treatment of myopia. The lenses are affixed to the
. anterior mid-periphery of the iris stroma by twe
" iridoplastic -bridges with enclavation mechanisms.
The optic portion of the lens is availadle in a 5.0 mm
or 60 mm diameter, with a convex-concave
configuration, The 5.0 mm lens is available in a
diopter range of -5 to <20 D. The 6.0 mm lens is
available in a diopter range of -5 to -15 D. The optic
cayrier is elliptical in shapc and has an overall length
of 8.5 mm with a slight anterior vauit. One fixation
(enclavation) arm mechanism is located on each side
- -of the two peripheral supporls.

Indications l’or Use

ARTISAN® Phakic Intraoculdr Lerscs (IOLs) are

indicated for:

- the reduction or climination of riyopia in adults
with myopia ranging from -5 D tc ~20 D withi lcss
‘than or equal to 2.5 D of astigmatism at the
spectacle plane and whose eyes have an antccior
chamber depth greater than or cqual to 3.2
millimeters; and

- paticnts with documented stability of mamfest
refraction for the prior 6 months, as demonstrated
by a spherical cquivalent change of less than
0.50 D.

Contraindications
“The ARTISAN® Phakic 1OL is umttmndtcatcd in
patients:

Who are less than 21 years old

With an -anterior chamber dcplh (ACD) less than )

3.2 mom
With an -abnormal lris, such as pc1kcd pupil or
clevated iris margin
Wiio arc pregnant and'nursmg
Who do not meet ‘the m:mmun -endothelial cell
density

Endothelial Cell Density

Age | Minimum cndothetial cell density
2128 3550 cellg/imm’ N
) "(1-30 _ 3175 cellyman’
338 | . 2825 cells/min! ]
3640 2500 cellsim w’
4145 o2 ull\rmvu _1
> 43 . 2000 wﬂwnm

The table indicates the minimum cndothelial cell
density (ECD) per age group at time of implantation.
This table was developed using a rate of 2.31% (the
upper 90% confidence interval of the average cell loss
for cyes with ACDs of 3.2 mm or greater.) It sets
minimum endathelial cell density criteriaas a funcuon
of age that should result in at least 1000 cells/mm? at
75 years of age. The patient's ECD should be
monitored periodically at the physician’s discretion.

Warmngs

1. Do not resterilize this mtraocular lens by any
methad. (See Returned Lens Policy.) -

2. Do not store lenses at tempcratures -over 45°C
(113°F),

3. Surgical difficulti¢s at the time of intraocular lens
implantation, which might increase the potential
for complications (c.g. persistent blecding,
significant vitreous prolapse or loss).

4. “The effectiveness of ultraviolet light absorbing

" lenses in reducing the incidencc of retinal
disorders has not been established.

5. The long-term effect to the comeal cndothchal :

cells has not been established.

6. The relationship between the ARTISAN® Phakic

fOL and futuee - lens opacities  and retinal
detachment is undetermined.

7. The effect of the ARTISAN® Phakic IOL on the
future risk of glaucoma is unknown because its
affects on' the anierior chamber angle were not
analyzed in the clinical trial. Approximatcly 1%
of the subjects had elcvated eyc pressure lhat
required glaucoma medication.

8. The long-term cffect to the comeal cndolhehal
cells has not been established.

- 9. The occurrence of lens opacities in the- future is

unknown.

Precautions

1 Prior to surgery, the surgcun must provndc

prospective * paticnts with a copy of thc -paticnt

- infonmation brochure for this product and inform these: )
 patients of ‘the possible benefits and compfications -

associated with the use of this device. )
2. A high levcl of surgical skill and training specific
to iris-finated [OLs is requircd for lens
" implaniation.
3. One or more iridotomics/iridectomics should be
performed 10 reduce risk of pupiltary-black..

~ 4. A cohesive high molecular weight viscoclastic is

recomimended  for  corneal  prolection” and
complete removal is recommended to reduce the
chande of post-ap intraocular. pressure ((OP)
spikes. " Low molecular weight. xmn-whc.\lvc
viscoetastics should not be used.

5. Paticnts 'with any of the following conditions may -
not be suitable candidates for this intraocular fens

because the dens may exacerbate an, evisting

Sept H-04 rev ]
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ARTISAN® Phakic Intraccular Lens
Directions for Use

condition or may interfere with diagnosis or

reatment of a coadition or may pose an

unreasonable risk to the patient's eycsight:

a. Abnormality of the iris or ocular structure
that would preclude fixation, such as
" aniridia, hemi-iridectomy, - severe fris
atrophy, coloboma, or microphthalmos.

b. Congenital bilateral cataracts.

¢. Recurrent anterior or posterior scgment
inflammation,

4. Paticnts in whom the intraocular lens may

interfere with the ability to observe,

diagnose or treat posterior segment diseases.

Previous history of retinal detachment.

Patients with only one eye with potentially '
goad vision. '
Glaucoma. .

Corncal endothelial dystroplty.

Proliferative diabetic retinopathy.

reE @Pe

6. The long-term effects of intraocular lens
* implantation have not besn detcrmined.
Therefore, physicians should continue to monitor
implant patients postoperatively on. a regular
basis. Annual cxams are recommended.

7. Elevated intraocular pressure has been reported
occasionally in patients ‘who received . lens
implants. The intraccular pressure of paticnts
should be monitored postoperatively. -

8. Trauma is a risk factor for JOL dislocation.

9. Visual acuity could be diminished in situgtions’
where there is fow level lighting. ¢ :

10. When pupil size is greater than optic size, there
may be visual aberrations.

Adverse Events and Complications .

- A total of 662 subjccts were evaluated in the clinical
trial to determine the safety of the ARTISAN® Phakic
0L, -

. “The complications cxperienced during the clinical trial

Page 2 of § '

| pupittary Biock 0.00/662) | 0.1 . .
Retina Detachment | 0.6 (466" | 03 - -
Surgical
Reintervention 4.3(28/662) | 08 . -
Comeal Edema - - 0.0 {0/232) 0.3
Iritis 0505662 . loo23y} 03
Raised IOP
Requiring Treatment . - oo} 04

Surgical T Not Monitered i the FDA Grid

Preventative Leas | (4662

Repositioning 2104662 | - |- - -
Refractive
| Procedutes®? 260176623 | - . -
Nd:Yag Peripheral

i 3.0 (20/662 - . .
Aqueous Release 1802662) | - - .
Resuture Wound

Leak - 1.2 {8/662 - . .

*Four events duc (o inadequate surgical fixation; one event duc .to
blunt trauma

There is no FDA Grid value for cumulative iritis

¥ Comparison sbould be made to literature for retina) detachment rates

for high myopes:
. - Retinal detackment rates i with increasing myopia®
The tisk of retinal detachment within one year of i ion

of this device is 0.6%. The risk of retinal detachment for high
myopes following implantation is more than 10 times the risk
without surgery, i.c.. greater than 10-fold the background rate
of retinal detachment for high myopes (greates than minus 3
diopters). -

. 5.0% in myopic eyes > 6 D?

- 0.8% 10 7.5% in pseudophakic eyes with high axial myopia®

? Ogawa, A and Taaaka, M. The reationship between refractive

errors and setina) detach Jpn J. Ophthalmology 32:310; . ‘

1988. .

2 Dellone-Larkin-G, Dellone CA. Retinal detschment. Available
£ Y/ X jcil jc 504 Accessed
January 13,2004, . .

} Jacobi, Fand F V. Pscudophakic retinal detach

in high axial myopia, J. Cat, Refract Surg 23:1095, 1997,

**Refiactive procedurcs include: LASIK (11/IT); AK (3/17); LRI
(2/17) and PRK (1A 7). _

Surgical reinterventions (see table below) were not
shown to have an impact on safety or efficacy.

of the ARTISAN® Phakic IOL inciude (in order of Al E o
frequency): Hyphema (cumulative) (0.2%), retinal verse Bvent n ik
detachment  (cumufative) (0.6%),  TOL dislocation Lens Explant 10} 1.5%
(0.8%) and surgical rcintcrvention (4.2%). No High Myopia/Age Related Calaract | 0
incidences of macular edema, endophthalmitis, ';.'ﬁa"""a""y Respanse C :
hypopyon, or pessistent corneal edema were reported ,'"'f""a )

during th d Patient Anxiety 1

uring the study. Patient Not Satisfied 1

. L . Pupil Larger than Lens Optic |

Incidences of complications (compared with the FDA ') ems Exchange i : 2 | 4%

. . . . . . Ex()
Qnd for_qalamcl c.xmlcuufx apd pochnor-chaml?er lf)L Pupil Calewlation Ereor 6 :
!m.plama(t?n) und !nctdcnccs . of  surgical Pupil Laryer than Lens Optic 2|
reinerventions are shown in the following table. Ingdequatz Lens Fixation )

S e e " Lins Reattachment 5 0.7%
I . , eesistent |V

Adverse Event Cumalative | oy | @ Years) | Grid Trauma _ !

. Ya (W/N) v % (/N v Inadeguate Lens Fixation .
P : R Retinal Repair 4.1 06%
iindopht 0.0 (0/6452 .

e ' Qieez) | 014 - ——--{ .} _ _ Retinal Detachment A
Fyphuins 0.2 (17662 2 - - y Y A
 Hyphoma ____:_ 1, 02(1/663) )} 2 ] Total 281 4.2%

oo | 03 1 . -

L i e ]

| Liypapyen |

0L thslocation

Cystind Macular
bdema NoEmen | 3¢

: * All Core Subjeets N7662
088662 | 0.1 - : ' .

0040233 | 05

ORI
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ARTISAN® Phakic Intraocular Lens
Directions for Use '

er Compli

Eyes with brown irides were found to hnvc
significantly  less pigment  dispersion  (15.3%)
compared to cyes with non-brown irides (25.2%).
However, -eyes with brown irides. had similar rates of
10P spikes greater than 30 mmHg (5.2%) compared to
eyes with non-brown irides (3.9%). The interaction
between pigment dispersion and brown irides was

found to be a significant predictor of 10P spikes. Eyes®

with brown -irides and. pigment- dispersion had a
statistically significantly (Fisher’s Exact Test, p=0.02)
higher rate of IOP spikes (11.7%) than eyes with
non-brown irides and pigment dlspersmn (3.1%).

Clinical S(ud y F Results

The ARTISAN® Phaklc oL was u:valuatcd in a
prospective, nonrandomized study of 662 subjects,

" . 493 of which were followed for one year and 232

followed for three years.

. The 662 subjcci Cahort population in the clinical trial
consisted of 64.5% females (427/662) and 35.5%
males (235/662). 85.0% were Caucasian, 3.2% werc

Black, 4.1 % were. Hispanic and 6.2% were Asian,

The mean age was 39.6 ycars.

Visual Acuity
The postoperative results demonstrated that the
ARTISAN® Phakic IOL provides correction for high
myopia. The visual acuitics alL one and three years are
described in the following tables:

[

UCDVA=Uncorrected Distance Visual Acuity,

| Snelien :

| Where emmetsopia was the goal (+/-O 500)and
Preop Best Cormrected Visual Acuity (BSC VA) better -

|_than o cquat 10 20/2¢

| yr 3 yr

N ‘ 204 |- 88
| 20720 or better C47.1% | . 443%
20/40 or better 93.6% 92.0%
1.20/80 or better 100.0% 91.7%
worse than 20/80 -0.0% - 23%
‘BCDVA=Best Corrected Distance Visual
Acuily, Saellen
Eyces w:lh En.opcrau\'c BCVA 20720 or better
L . 1 yr 3yr
N - 28 | 127
20720 or beter 95.1% | 95.3%
20/40 or better '100.0% 100.0%
20/80 or beter 100.0% 100.0%
 worse than 20/80 1 00w 00%

B I’miu‘mhlhlv qf refractio
The refraction was. prc.dxcmblc with 94:5% af patients
achicving 4 1.0 D from target at the one-year
examination. .

Page 3 of 5

Sphencal Eqmvaleucc (l'nget Variatce)
Distribution:

. iy .3y
N : 492 _ 226
Planoto+/-0.5D | 72.0% 71.7%
Plano to +/- |.ob | 945% 94.7%

Stability of refraction
The refraction was stable, with 95 9% of panmts

. achicving less than +/- 1.0 D of shift at 3 years.

Manifest Refraction Spherical Equivalence -
MRSE) Change between visits
' : 6mo-Llyr | lyr-2yr {2yr-3yr
N 485 349 215
+:05D | - 82.9% 85.4% 82.5%
+.10D0 | 97.1% 97.1% 95.9% .
+/.2.0D 99.6% |  99.1% 99.5%
>2.0D 0.4% 0.3% 0.5%

Endothelial Cell Dem!g
The analysis of the change in cndolhellal _cell (ECY

density indicated that the¢ EC density remained
relatively constant over the three-year study period in
relation to normai endothelial oell loss.

An endothelial cell density substudy was pcd‘ormcd
using a single rcadmg center to minimize standard
deviations inherent in this test method. For this subset
of 215 subjects (315 cycs),, a -pereent change from
baseline to throe years of -4.76% (SD=7.8%) was
found. This result is consistent with expected normal
endothcelial. cell loss of 1.5% to 2.0% per year. No

_statistically significant - differences- in _the percent
- change between .consecutive: swdy intervals werc

found. Covarialc analyses including age, anterior
chamber depth, lens modcl; and [OP showed no

" significant correlaiions,

Mean EC density rcsdl(s for a consistent cohort group - -+ -
of 57-eyes with uscable data available at pestop visits ™~
- arc shown in the following table: - . '

Standard[Standard]  95%

6 Months |2812.861 465.79 | 61.70 | 2691.94 ! 3933.78

) Year ]2768.25) 46042°| 60.98 | 2648.72 | 2887.77
2 Yours 1276026} 478.54 | 338 | 263603 | 2884.50

_.Visit_| Mean [Deviation| Error. | Confidence Limits |
PreCOp |2818.33] 42501 | 5629 | 270800 | 2928.67 |

3 Years 12692.98] 478.64 63.40°. | 25687 | 281724

‘The available 3-year data ‘from the clinical study
indicates a continual ‘steady 1oss of endothelial cells
of -1.8% per year ‘and this rate has nor been.

-established as safe.  Ifendothelial cell loss continues

at the rate of 1.8% per year, 39% of patients are
expected to laxe 50% of their corneal endothelial celhs
within 25 years of implantation. ‘The Inng-lun. eifeet
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on the comca’s health of a 50% loss in. comeal
endothelial cclis is unknown. Leas Exam | MRSE vs. Intended Ta
Grosp | laterval t05p ) 210D .| 2200
16Day | 1037 | 58.0% | 84.4% | 928%
23 Week | 1070 | 67.1% | 939% | 964%
48 Weck | 1036 | 702% | 936% | 96.8%
Diﬁ o | 46Month | 936 | 748% | 95.5% | 986%
Powers |7-11Month | 878 | 76.7% | 945% | 984%
VWear | 840 | 73.6% | 95.0% | 986%

The following table shows the predicted endothelial
cell loss for the estimated proportion of patients based
on percent loss and time from implantation.

48 1 M 1211317 13V IVear | 604 | T20% | 940% | s81%
57 46 1 36 [ 26 | 18 ; 12| 8 . Ivesr | 376 ! 699% | 94.9% | 984%
63 54 4 135 (27 1204 14 S10.7 1Year 27 | 77.8% | 100.0% | 1000%
67 59 |50 |42 34220 | Diopters | 2Year | 14 | 85.7% | 100.0% | 100.0%
- 63 | 55147 |29 31|24 3Verr - | 18 | 55.6% | 100.0% | 1000%
, e j 1Vear | 161 | 733% | 93.8% { 99.4%
74 | 67 1.60 | 52|44 | 36| 20 ;/;:wlso aver | 105 | caem | sasw | 1000
770 70 | 63156 148 | 40 | 32 sYew | 60 I mow | s42% | 0on
80 | 74 167 59 ;51 143361 saowas| 1YEE | 3 | 1% | o9se% | smsu
g2 | 76 | 70 163 |55 14739 Diopters | 2Vewr | 18 | 742% | 95a% | sas%
84 19 731661 58! 501 42 3Year | 235 | 69.8% 94.0% | 919%
36 | & 175168 |6 |s3]|a4 ‘ s Iver | 109 |606% | 027% | 972%
a5 | 24 | 78| 71 ) 6a | ss |47 ] Diopers | 2Year |93 |64s% | 382% | orsu

3 Year M 704% | 963% | 98.1%

Optical Visual Symptos ] towing &
. . . win w! v
The following table shows the postoperative outcoimes 't[.;l:e iol: o: ; eg tai:c‘::;ds ltlI\‘eatU(‘fwc:: b{a:c::egovg:
by proportion as compared to preoperative levels for cmmetron ;’ w gele
glarc, halos and starbursts, etc., stratificd by the clropia.
mesopic pupil suzcs. measured prgopcrauvely. Ty 0720 0r | 300 er
: N v Group Plano to: N 1__HBetter - | Better
I P Questionniire Resposes 16 Day 720 | 131% | 544%
Optical Pupil Size Subjects | Subjects wilh change .
Visual . withro | i syrmtoems _ 2-3 Week 686 | 18.8% | 70.3%
‘| Sympiom chaigein 1 _preop to postop i 4-8 Week 687 | 265% | 8L5%
: symptoms | Preap NO, { Preop . 4-6 Moath 623 35.0% 89.7%
precp to Fostop YES, - Al Diopter ; o
postop YES Postop | . -] Powers 7-UMonth | 556 | 396% | 90.6% .
] . NO 1Yexr | S21 39.9% | 923%
Glare All 13.6% 13.5% | 12.9% . 2 Yerr 379 | 369% | 908%
<4.5 mm 70.4% 14.3% 15.3% 3 Year 225 .| -356% | 88.0%
>45w<sSmm | 71.6% 134% | 15a% | 1. 1 Year " 45.5% | 100.0%
: 16.8% - A 2 Year 7 00% | .857%
>5.5 aun 63% | oot | 69% Diopters ' e S
Starbursts Al T8.5% 8% | 9% 3 Year -3 Q0% | 15.0%
- o
<4.5mm es | 120% | 101% *216-10 ! year ol IO R
»4510<SSmm | 5% | 163% | 934 | Diopters 2 Yeu @ | S00% | 983%
>3, mm 81.2% 109% | 19% IYex 32| 00 | 965%
lalor. . 8% ~l010-15 V Year M77L s | o9
] Al 720% | (p 0.00)" | 9.8% : Diopters 2 Year . 252 | 9% £9.7%
<4.5 mm 12.8% 17.2% 10.1% . 3 Year 148 36.5% i 858%
>S50 45 Smm | 69.2% 19.2% 11 6% : 1 Year n 30.1% | 863%
T 23 8% >.15 . g 1 (s
»5.5 mm 2% | @e0oont | 0% | - Diopters 2 Year Rl G IR
*412 subject pl ‘llu. ionnai dalaplcscn(cd for those 3 Yeur 3L 270% | %
hiects that d b i pupit size :
groups: 4.5 nun (1=99), >4 Sto S 5 mm (n IT') +55mm
*SL(.: s:x::Iys nificand {McNesuar's Yest) for 1 bj Directions For Use
it 24
! tgticam ¢ ss) o those suects 1. Check the label on the lens pacl.agc for proper

reporting a change in SVIPOWM occunence prevperatively to

postoper nmh lens model, dioptric power, and expiration dute.”

2. " lnspect the blister pauk Fasure that it is not

Additional Oucome I)a(a lncluding Bilateral Evcs ' . damaged.
The following able stratifics the predictability of 3. Tap lightly on the lid before npumm the lens
intended refraction for £ 0.5 and £ LO D by lens . container,

. power for all eves implanied ((,(,3 subjects, 478 4. Whilc - keeping the container in a horizontal

hitaterally unplanlud) pdsinon. unscrew (he cap and iR i

Nepi 40-07 rev

2%

4 VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. IMPLANTABLE MINIATURE TELESCOPE (IMT)
PAKNNIA. AMENDMENT 14 Volume IT of TV, Page 191

e i e e e




ARTISAN® Phakic Intraocular Lens

Directions for Use
threatening  complications involving OPHTEC

5. Grasp the fens gently with forceps.

6. Examine the lens carcfully under the microscope
for damage or particulate matter.

7. Riosing the IOL with sterile balanced salt
solution will remove the clectrostauc charge

NOTE: The IOL can becomie clectrostatically charged

' ~ and may stick 1o the lid of the lens container. The lens

should be carefully examined to ensurs that particies
have not been attracted to it.

Calculation of Lens Power
The physician should determine prwpcratlvcly the
power of the lens (o be implanted. :

Lens power calculation methads are desdribcd in the -

following reference:

_ < van der Heijde, G.L., Some opt.cal aspects of
implantation of an [OL in a myopic cye,
Europcan Journal of Implant Refractive Surgery,
Vol 1, Dec 1989, pgs 245-248

" Physicians requiring additional information on lens
power calculation should contact OPHTEC.

- Patient Registration Instructions and Reporting
Registration
Each patient who receives an ARTISAN® Phakic IOL
: must be registered with OPHTEC at the time of lens
implantation.  Registration is accomplished by
"completing the Implant Registration Card that is
- enclosed in the lens .package and mailing it to
OPHTEC.  Patient - rcgistration is _cssential for

- QPHTEC's long-term palient follow-up program and -

will assist OPHTEC in responding to- Adverse
- Reaction Reports and/or potcnually sight-threatening
complications.

An Implant ldentification Card is supplied in the lens
package. This card should be given to :he patient with
instructions to keep it as a perhanen: record of the
. implant and to show the card to any cyc care
" - practitioner seen in the fture.

Repormlg

Adverse Reactions and/or potentially sight-threatening
complications that may reasonably be regarded as fens
related and that were not previously expected in nature,
severity or degree of incidence should be. reported to
OPHTEC. immediately but no fater than- 10 days after
occurrence: This information is being requested from
all surgeons in order to document potential long-term
- effects of intravcular tens implantation, especially in
- younger paticnts,

Physicians must report these events in order to.aid in
identifving cmerging or potential sroblems  with
ARTISAN® Phakic 10Ls. These problems may be
* related 1o a specific lot of lenses or may be indicative
of long-term problum assaciated. mlh thSL lenses or

- with 1OLs in general. -

) l’l\ysicians should use the following number when
reporting  adverse veactions  or Cpotentiafly  sight

Page 5of 5
intraocular lenses.- National: (561) 989-8767.

How Supplied

The IOL is supplied sterile and dry in a lens container,
which is sealed in a blister pack and placed in a box
tagether with the identifying labels.

Expiration Date
Sterility is- guaranteed unless the sterile pouch is
damaged or opcned. In addition, there is a sterility
expiration date that is clearly indicated on the outside
of the shelf-pack. The lens should not be used after
the indicated date.

Returned Lens Polncy
The lens may bc returned to the manufacturer for
credit within 30 days of purchase. After 30 days it can

be replaced or.cxchanged at no charge if not opened or ~ -

damaged. - -
DISTRIBUTED BY:

OPHTEC USA, Inc.

6421 Congress Avenue, Suite 112
Boca Raton, FL 33487

(561) 989-8767 '

MANUFACTURED BY:
OPHTEC BV
Schweitzerlaan 15

9728 NR Groningen
The Netherfands

CSept H-04 rev

a9

VISIONCARE OPHTHALMIC TECHNOLOGIES, INC.
PAKNNIA. AMENDMENT 14

IMPLANTABLE MINIATURE TELESCOPE (IMT)
: Volume IT of TV. Page 192

Cbien




" ATTACHMENT 8

BI EXPONENTIAL MODEL
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BIEXPONENTIAL MODEL
The .biexp’onential model is defined by the equation:
ECDmonth= p X 'e-axmonth + q % e-bxmouth + €.

. The model is used to fit the ECD pattetn from baseline to 48 months after IMT
‘implantation. For each eye at each visit, the average of all available ECD readings was

“used as the ECD measurement for the eye at that visit. ECD readings made after IMT
explantation were not used since these readings were confounded by the removal of the
IMT and implantation of a conventional IOL, however all available ECD readings made
prior to IMT explantation were included in the model. - The methods employed in the
modeling were discussed with W. Bourne, M.D., Professor of Ophthalmology, Mayo

. Clinic, who was retained as a consultant to V1s1onCare on methods for analysis of
. endothelial cell loss. Dr. Bourne conﬁrmed that the methods, as presented in this

document employed by VisionCare are appropriate.

The ﬁrst term, p x €™, of the b1-exponent1a1 model represents the “rapld” rate of
loss rate associated with the surgical trauma while the second term, q x e, >™™*
represents the “slow” rate of loss that occurs after stabilization. The quantlty € is an error
term.

Having fit the model the annual loss after stabilization is estimated as (1 — e'é*lz) x100%.
The predicted mean ECD at 3, 12, 24, 36, and 48 months and the correspondmg
95% confidence mtervals were calculated from the fitted model

In addition'to predlctmg mean ECD post-implantation, the probablhty that an md1v1dual
eye would have ECD-<1000, < 750 and <500 was predicted for various times after IMT-
implantation using the empmcal distribution of residuals as follows:

- -+ Foreach observed ECD measurement, residual = observed ECD - predlcted ECD

« Since (observed ECD < 1000) = (residual - + predicted ECD <1000) (residual
- <1000 - predicted ECD), the probability of observed ECD at certain month
~ <1000 is predicted by the proportion of residuals at the correspondmg month less than
-1000 minus the predicted ECD at the correspondmg month.

Selectron of the threshold limits of <1000 cells/mm?; <750 cells/mm and <500 cells/mm?*
in IMT-implanted eyes was based on a number of cons1derat10ns, including age of the
population indicated for IMT implantation, the probability of ECD fallmg below these

~ limits over time, and existing chmcal and regulatory precedent

* VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. - IMPLANTABLE MINIATURE TELESCOPE (IMT)
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