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PrROTOCOL IMT-002
AMENDMENT 2

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 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.
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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 that the corresponding 3.0X external telescope is not
indicative of the postoperative results, since the external telescope field of view
does not correspond directly to the field of view provided with an IMT.

The specific protocol modification 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
meters), making coffee, reading, washing hands, etc., while
wearing the external telescope in order to provide the patient
with a simulation of the visual acuity that may be achieved with
the IMT.

2. 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
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assigned after 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 specific protocol modification 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 to the patient. A
screening identification number will be assigned and preoperative
screening 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 The clinical protocol 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 experience with IMT implantation, to better
accommodate the IMT.

The specific protocol modification is as follows:

A 10 mm — 12 mm incision is made at the 120°-160° meridians, as in
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 during the implantation procedure more closely reflects standard surgical
practice since it is difficult to constrict the pupil with a high viscosity OVD
around the IMT.

The specific protocol modification is as follows:
Limbal insertion and scleral tunnel implantation:

Step 7:  The ophthalmic viscosurgical device (OVD) agent is removed.
Step 8:  The pupil is constricted.

5. The protocol requires the Day 1 visit to occur 18 - 36 hours postoperatively and
the Day 7 visit to occur 4 — 10 days following surgery. This is being revised; the
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Day 1 visit must occur 24 - 36 hours post-implantation and the Day 7 visit must
occur 5 - 10 days post-implantation. These changes are being made to tighten the
visit schedule requirements and reflect current postoperative follow-up schedules
at the clinical sites.

The specific protocol modification is as follows:

Examination Schedule
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 modification is as follows:
Data entries boxes or spaces should not be left blank, but instead should

indicate: NA = not applicable, ND=not done or NAV= missing or not
available data.
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ProTOCOL IMT-002
AMENDMENT 04

A PROSPECTIVE, MULTICENTER CLINICAL TRIAL OF THE
IMPLANTABLE MINIATURE TELESCOPE (IM'T™) 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:

2. The visit window for the 24-month patient visit is expanded from 90-102
weeks to 84-102 weeks. '
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QUALITY OF LIFE QUESTIONNAIRE:

THE NATIONAL EYE INSTITUTE 25 ITEM
VISUAL FUNCTION QUESTIONNAIRE (VFQ)
INTERVIEWER FORMAT
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QUALITY OF LIFE QUESTIONNAIRE:

ACTIVITIES OF DAILY LIFE
EVALUATION FOR IMPLANT PATIENTS
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PATIENT CASE REPORT FORMS
(CRFS)




ATTACHMENT 4

LIST OF CLINICAL INVESTIGATORS
FOR PROTOCOL IMT-002
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