
APPLICANT 
Visioncare Ophthalmic Technologies, Inc. 

14395 Saratoga Ave., Suite 150 
Saratoga, CA 95070' 

CORRESPONDENT 
Judy Gordon D.V.M. 

ClinReg Consulting Services, In'c. 
Tel: (949) 715-0604?: 
Fax: (949) 715-061'14 

e-mail: judy@clinregconsulting.com 



A list of clinical sites, with site number and investigator information, is provided in 
Table 1. Data line listings of adverse events and key clinical endpoints are provided by 
site on the pages following this table. 

TABLE 1 
LIST OF CLINICAL SITES PARTICIPATING IN 
PROTOCOLS IMT-002 AND IMT-002-LTM 

Alan A. Downie, M.D. 
Stephen S. Lane, M.D. 
Associated Eye Care 
2950 Curve Crest Blvd. 
Stillwater, MN 55082 
Phone: (65 1) 439-8500 
Fax: (65 1) 439-5 106 

M. Bowes Hamill ,M.D. 
Douglas D. Koch, M.D. 
Baylor College of Medicine 
6565 Fannin, NC205 
Houston, TX 77030 
Phone: (713) 798-4299 
Fax: (713) 798-423 1 

Baruch D. Kuppermann, M.D. 
Lawrence Chao, M.D. 
University of California at Irvine 
1 18 Med Surge I 
Irvine, CA 92697 
Phone (949) 824-6256 
Fax: (949) 824-40 15 

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) 687-21 10 
Fax: (541) 484-3883 

Paul R. Lichter, R.N. 
University of Michigan 
W.K. Kellogg Eye Center 
1000 Wall Street 



Ann Arbor, MI 48 105 
Phone: (734) 764-6468 

Doug Dehning, M.D. 
Kristi Chevalier, O.D. 
Discover Vision Centers 
4741 South Cochise Drive 
Independence, MO 64055 
Phone: (8 16) 478-1230 
Fax: (8 16) 478-44 13 

Daniel Berinstein, M.D. 
Richard Garfinkel, MD 
Raymond Pilkerton, MD 
Reginald Sanders, M.D. 
Retina Group of Washington 
5454 Wisconsin Ave., Ste 1540 
Chevy Chase, MD 20815 
Phone: (301) 656-8100 
Phone: (301) 315-2198 
Fax: (301) 652-2957 

Jason S. Slakter, M.D. 
K. Bailey Freund, M.D. 
Sidney Mandelbaum. M.D. 
Vitreous-Retina-Macula Consultants of NY, PC 
519 E. 72nd 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 

Jeffrey Heier, M.D. 
Michael Raizman, M.D. 
Ophthalmic Consultants of Boston 
50 Staniford Street Suite 600 
Boston, MA 021 14 
Jeffrey Heier, M.D. 
Phone: (617) 3 14-26 11 
Fax: (617) 314-1825 

Kathryn Colby, M.D. 
Joan Miller, M.D. 
Massachusetts Eye & Ear Infirmary 
Schepens Eye Research Institute 
243 Charles St. Suite 808 
Boston, MA 021 14 
Phone: (617) 573-5537 
Fax: (617) 573-3364 

012 Henry Hudson, M.D. 
George Novalis, M.D. 
Kristin Carter, M.D. 



Retina Centers P.C. 
6585 N. Oracle Road, Suite A 
Tucson, AZ 85704 
Phone: (520) 742-7444 
Fax: (520) 297-2267 

Robert Leonard, M.D. 
Cynthia Bradford, M.D. 
Dean A. McGee Eye Institute 
608 Stanton L. Young Blvd, Suite 554 
Oklahoma City, OK 73 104 
Phone: (405) 271-1692 
Fax:(405) 271-6136 

R. Doyle Stulting, M.D. 
Dan Martin, M.D. 
Emory Eye Center 
1365B Clifton Rd. N.E. 
Atlanta, GA 30322 
Phone: (404) 250-9700 
Fax: (404) 250-9006 

Stephen Fisher, M.D. 
Michael Singer, M.D. 
Medical Center Ophthalmology 
9 157 Heubner Road 
San Antonio, TX 78240 
Phone: (210) 697-2020 x2006 
Fax: (210) 558-7679 

Manus Kraff 
Coleman Kraff, M.D. 
Kraff Eye Institute 
3 1 15 North Harlem 
Chicago, IL 60634 
Phone: (773) 777-4444 
Fax: (773) 736-7873 

Seth Yoser, M.D. 
Vitreoretinal Foundation 
825 Ridgelake Blvd. 
Memphis, TN 38 120 
Phone: (901) 685-2208 
Fax: (901) 820-23 14 

Carl Baker, M.D. 
Mark Gillespie, MD 
Paducah Retinal Center 
1900 Broadway, Suite 2 
Paducah, KY 42001 
Phone: (270) 443-4393 
Fax: (270)443-7779 

020 David Chang, M.D. 
Altos Eye Physician 
762 Altos Oaks Drive, Suite 1 



Los Altos, CA 94024 
Phone: (650) 948-9123 
Fax: (650) 948-0563 

Denis Han, M.D. 
Eye Institute of the Medical College of Wisconsin 
925 N. 87" Street 
Milwaukee, WI 53226 

Keye Wong, M.D. 
Melvin Chen, M.D. 
Richard Johnston, M.D. 
Sarasota Retinal Institute 
3400 Bee Ridge Road, Suite 200 
Sarasota, FL 34239 
Phone: (941) 921-5335 
Fax: (941)921-1741 

Donald Stewart, M.D. 
Michael Rotberg, MD 
Southeast Clinical Research 
6035 Fairview Road 
Charlotte, NC 28210 
Phone: (704) 295-3552 - 
Fax: (704) 295-3565 

Srinivas Reddy Sadda, M.D. 
John A. Irvine, M.D. 
Doheny Retina Institute 
University of Southern California 
1450 San Pablo Street, DEI 3615 
Los Angeles, Ca 90033 
Phone: (323) 442-6503 

Lawrence J Singeman, M.D. 
Michael Novak, M.D. 
Hernando Zegarro, M.D. 
Nicholas Z. Sakov, M.D. 
Scott Perdergast, M.D. 
David Miller, M.D. 
Martin Markowitz, M.D. 
Retina Associates of Cleveland 
340 1 Enterprise Pkwy, Suite 300 
Beachwood, OH 44122 
Phone: (216) 83 1-5700 
Fax: (216) 360-2196 

Paul Sternberg, M.D. 
Anita Agarwal, M.D. 
Vanderbilt University 
Department of Ophthalmology & Visual Sciences 
8000 Medical Center East-8808 
Nashville, TN 37232 
Phone: (615) 936-3465 
Fax: (615) 936-1540 



Carl Regillo, M.D. 
John Dugan, M.D. 
Joseph Maguire, M.D. 
Wills Eye Hospital, 

. Retina Research 
840 Walnut St, Suite 1020 
Philadelphia, PA 19 107 
Phone: (215) 928-3092 
Fax: (215) 928-3484 

Michael T. Trese, M.D. 
G.  Robert Lesser, M.D. 
Associated Retinal Consultants 
3535 W. 13'~ Mile Road, Suite 636 
Royal Oak, MI 48073 
Phone: (248) 288-2280 
Fax: (248) 288-5644 

Sharon Fekrat, M.D. 
Terry Kim, M.D. 
Duke University Eye Center 
Box 3802, Erwin Rd., Room 304 
Durham, NC 27710 
Phone: (919) 681-0341 
Fax: (919) 681-6474 

Oliver D. Schein, M.D. MPH 
Wilmer Ophthalmological Institute 
Johns Hopkins University School of Medicine 
116 Wilmer Building 
600 North Wolfe St. 
Baltimore, MD 21287-9277 
Phone: (410) 955-8179 
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KEY CLINICAL ENDPOINTS 

SITE 001: ASSOCIATED EYE CARE 



IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 001: ASSOCIATED EYE CARE 

12/26/02 IRIS DAMAGE Iris damage (C) 
04/03/03 04/08/03 INCREASED IOP REQUIRING TREATMENT Increased IOP requiring treatment 1 7 days (C) ----- 

IMT-002-LTM 08/08/06 CORNEAL EDEMA Corneal edema > 30 days (A) 
b IMT-002 06/23/03 07/29/03 HOSPITALIZED FOR BLADDER INFECTION AND Confusion (C) 
I '  I 

> ,  1 CONFUSION 
d I I I I r TTT lr\ 

I I I I - --  -, 
I IMT-002 1 11/02/03 1 03/09/04 1 NURSING HOME FOR INCONTINENCE/CONFUSION I Confusion (C) 

I I Incontinence (C) 
I IMT-002 1 03/09/04 1 I PIGMENT DEPOSITS ON IMT FROM PUPIL MARGIN/ I Pigment deposits on IMT (A) 

r 

1 
IMT-002-LTM 

@D) IMT-002 
- WS) IMT-002 

IMT-002-LTM 
IMT-002-LTM 
IMT-002-LTM 

IMT-002-LTM 
IMT-002-LTM 

IMT-002-LTM 

10/07/03 
11/09/06 
02/22/04 
09/25/03 
05/15/06 
02/02/07 
02/02/07 
01/25/05 
03/14/06 
03/29/06 
10/09/03 
09/11/07 

0 111 3/04 
11/20/06 
02/22/04 
10/14/03 

03/01/05 
03/29/06 
03/29/06 
10/09/03 

PIGMENT DISRUPTION AT PUPIL MARGIN 
INFLAMMATORY DEPOSITS ON IMT 
PNEUMONIA 
MI WITH 2 STENTS PLACED 
INCREASED IOP REQUIRING TREATMENT 
CORNEAL EDEMA 
CORNEAL DECOMPENSATION 
INCREASED IOP REQUIRING TREATMENT 
SIGNIFICANT PIGMENT DEPOSITS ON IMT 
RECURRENCE OF KP ON IMT 
RECURRENCE OF KP ON IMT 
INCREASED IOP REQUIRING TREATMENT 
POSTERIOR SYNECHIAE 

Inflammatory deposits on IMT (A) 
Pneumonia (C) 
Myocardial infarction (C) 
Increased IOP requiring treatment < 7 days (C) 
Corneal edema > 30 days (A) 
Corneal decompensation > 7 days (A) 
Increased IOP requiring treatment > 7 days (A) 
Pigment deposits on IMT (A) 
Precipitates or deposits on IMT (A) 
IMT removal (A) 
Increased IOP requiring treatment 1 7 days (C) 
Posterior synechiae (A) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS F O R  I M P L A N T E D  EYES A N D  NON-OCULAR EVENTS 

SITE 001: ASSOCIATED EYE CARE 
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IMT-002 
IMT-002 
IMT-002-LTM 
IMT-002-LTM 

01/30/04 
02/03/04 
0411 1/06 
05/03/06 

02/03/04 
05/03/06 
05/03/06 

TRANSILLUMINATION 
IRIS TRANSILLUMINATION DEFECTS 
KNEE REPLACEMENT - R 
DISLOCATED IMT - 
DISLOCATED IMT 

Iris transillumination defects > 21 days (A) 
Knee replacement (C) 
IMT dislocation (A) 
IMT removal (A) 



IMT-002 AND IMT-OOZLTM 
KEY CLINICAL ENDPOINTS 

SITE 002: BAYLOR COLLEGE OF MEDICINE 



IMT-002 A N D  IMT-OOZLTM 
REPORTED OCULAR EVENTS F O R  IMPLANTED EYES A N D  NON-OCULAR EVENTS 
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IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 003 : UNIVERSITY OF CALIFORNIA AT I R V I N E  
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IMT-002 AND IMT-OOZLTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 
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SITE 003: UNIVERSITY OF CALIFORNIA AT IRVINE 

C IMT-002 05/22/03 06/09/03 CONJUNCTIVAL INJECTION Conjunctival injection (C) 

t '7 

~ O S )  
/ 

Y 

(0s) 
2 

IMT-002 
IMT-002-LTM 
IMT-002 

IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 

01/18/05 
12/06/06 
07/25/03 

07/25/03 
07/25/03 
09/24/03 
09/24/03 
10/08/03 
01/05/04 
02/03/04 
05/06/04 
07/17/04 

Posterior capsule opacification (C) 
Pigment deposits on IMT (A) 
Uveitis (C) 
Glaucoma (C) 
Suture rupture (C) 

07/06/04 MILD POSTERIOR CAPSULE OPACIFICATION 
IMT-002 07/06/04 09/07/04 DEBRIS ON IMT SHAFT 

12/06/06 
07/25/03 

07/25/03 
07/25/03 

IMT-002 
IMT-002 
IMT-002 

09/25/03 
07/17/04 
1 1/29/03 
07/17/04 
07/17/04 
07/17/04 
07/17/04 

CORNEAL EDEMA (2+) 
CORNEAL TRANSPLANT 
POSTERIOR CAPSULE RUPTUREIIMT REMOVAL 

VITREOUS LOSS-VITRECTOMY REQUIRED 
IMT TO POSTERIOR CHAMBER 

09/24/04 
09/24/04 
1 1/15/04 

Corneal edema > 30 days (A) 
Corneal transplant (A) 
IMT removal (intraoperative) (C) 
Posterior capsular rupture (C) 
Vitreous loss - vitrectomy required (C) 
IMT dislocation (intraoperative) (C) 

VITREOUS BULGE 
IRIS DAMAGE 
INCREASED IOP REQUIRING TREATMENT 
POSTERIOR SYNECHIAE 
METASTATIC CANCER 
CONJUNCTIVAL INJECTION 
DEATH 

Vitreous bulge (C) 
Iris damage (C) 
Increased IOP requiring treatment > 7 days (A) 
Posterior synechiae (A) 
Cancer (C) 
Conjunctival injection (C) 
Death (C) 

1011 8/04 

1 111 5/04 

UVEITIS 
GLAUCOMA 
BROKEN SUTURES 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 004: FINE, HOFFMAN & PACKER 



IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

0s) IMT-002 07/06/04 COLON CANCER WITH METASTASIS - LYMPH NODES Cancer (C) 
OD) IMT-002-LTM 02/24/05 02/24/05 INTOLERABLE ASTHENOPIA 

IMT removal (A) 
J \ IMT-002-LTM 02/01/06 02/01/06 HOSPITALIZED FOR HIATEL HERNIA Hernia (C) 
1 10/10/03 INFLAMMATORY DEPOSITS ON IMT Inflammatory deposits on IMT (A) 

Precipitates or deposits on IMT (A) + 

BREATHPNEUMONIA 1 a.s) IMT-002 04/14/04 03/23/05 INFLAMMATORY DEPOSITS ON IMT Inflammatory deposits on IMT (A) 
IMT-002 09/29/05 IRIS CAPTURE IN FRONT OF OPTIC Iris incarceration (C) 

IMT-002 
IMT-002 
IMT-002 
IMT-002 

IMT-002-LTM 

10/10/03 
12/12/03 
08/09/04 
01/1 7/05 

05/12/06 
02/13/04 
01/20/05 

12/12/03 
12/12/03 
08/16/04 
0 1/27/05 

06/28/07 
01/13/05 
01/25/05 

ALLERGIC CONJUNCTIVITIS OU 
PERIPHERAL IRIDECTOMY CLOSED OS 
BENIGN PROSTATE HYPERTROPHY 
COMBINED PROSTATE & BLADDER SURGICAL 
PROCEDURE & HOSPITALIZATION 
ALLERGIC CONJUNCTIVITIS 
INFLAMMATORY DEPOSITS ON IMT 
HOSPITALIZED FOR SHORTNESS OF 

Conjunctivitis (A) 
Iridotomy > 7 days (A) 
Other (C) 
Other (C) 

Conjunctivitis (A) 
Inflammatory deposits on IMT (A) 
Pneumonia (C) 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 005: UNIVERSITY OF MICHIGAN/~ELLOGG EYE CTR. 

2930 2552 



IMT-002 AND IMT-002-LTM (CONTINUED) 
KEY CLINICAL ENDPOINTS 

SITE 005: UNIVERSITY OF MICHIGAN/KELLOGG EYE CTR. 



IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 005: UNIVERSITY OF MICHIGAN/~ELLOGG EYE CTR. 

I 1 I IMT-002 1 07/09/03 1 01/19/04 I MILD IRITIS OS I Iritis > 30 davs (A) I 

, 

1 0713 1/03 1 08/02/03 1 PT HAVING CAROTID SURGERY 713 1/03 1 Carotid surgery (C) 
IMT-002 1 08/18/03 1 08/18/03 1 PIGMENT EPITHELIUM IN PI I Pigment epithelium around the peripheral iridectomy > 30 

b 
(0s) 

Z 

IMT-002 
IMT-002 

IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 

IMT-002 
IMT-002 
IMT-002 

10113103 
12/31/03 

IMT-002 
IMT-002 

04/05/04 
08/09/04 
04/15/03 
04/15/03 
04/16/03 

1213 1/03 
1213 1/03 
06/14/04 

I I 

03/22/04 
03/22/04 

06/29/04 
08/27/04 

06/05/03 

I I Hypotension (C) 

08/09/04 
08/09/04 

04/15/03 
04/16/03 

03/22/04 
03/22/04 
08/27/04 

I IMT-002 1 06/07/04 1 11/15/04 1 HOSPITALIZED FOR 1 WK FOR A VIRUS I Infection (C) 

GUTTATA (FEW) 
HOSPITALIZED FOR 40 DAYS, HAD 

08/27/04 
08/27/04 

06/08/03 

INFLAMMATORY DEPOSITS ON IMT 
IRIDOTOMY NOT PATENT 
SIGNIFICANT ANTERIOR CHAMBER BLEEDING 
SIGNIFICANT AC BLEEDING 
SECONDARY SURGICAL PROCEDURE 

- - 

days (A) 
Guttae (A) 
Cholecystectomy (C) 

PNEUMONIA 
PANCREATITIS 
PATIENT HAD MINI STROKE, HAS SOME SLURRING 

Inflammatory deposits on IMT (A) 
Iridotomy > 7 days (A) 
Significant anterior chamber bleeding (C) 
Anterior chamber hemorrhage (C) 
Iridotomy 7 days (C) 

Pneumonia (C) 
Infection (C) 
Cva (C) 

OF SPEECH 
STOMACH PROBLEMS HOSPITALIZED FOR 5 DAYS 
PT HOSPITALIZED FOR HIGH FEVER AND HTN 
DECEASED 8/27/04 
PT WAS HOSPITALIZED FOR DECREASING HEART 
RATE AND T .OW RP 

Abdominal problems (C) 
Death (C) 

Bradycardia (C) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMF'LANTED EYES AND NON-OCULAR EVENTS 

SITE 005: UNIVERSITY OF MICHIGAN/KELLOGG EYE CTR. 

06/27/03 06/28/03 REDNESS TEARING OD, TEARING OS ALLERGIC Ocular allergy (A) 
REACTION 

IMT-002 09/27/04 03/16/05 INFLAMMATORY DEPOSITS ON IMT Inflammatory deposits on IMT (A) 
IMT-002-LTM 03/15/07 04/03/07 CANCER METASTASIS (ABDOMINAL PROSTATE. Cancer (C) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 005: UNIVERSITY OF MICHIGANIKELLOGG EYE CTR. 

12/08/03 01/12/04 MEMBRANE FROM EDGE OF IMT TO CORNEA 

- \ 
1 D) - 

7 
@D) 

310s) 
C, 

IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 

IMT-002 
IMT-002-LTM 

12/08/03 
01/12/04 
03/15/04 
06/07/04 
1 1/29/04 
1 1/29/04 
09/18/03 
1013 1/03 
06/01/04 
11/15/04 
05/17/04 
06/01/04 
10115103 
10/20/03 
10120103 

08/27/04 
07/08/07 

10/13/03 
1 1/02/03 
06/01/04 
11/15/04 
07/26/04 
07/26/04 
11/10/03 
0112 1/04 
0 1/21/04 

09/10/04 
07/08/07 

POSTERIOR SYNECHIAE 
MEMBRANE ON CORNEAL ENDOTHELIUM 
CYCLODIALYSIS CLEFT SIP SURGICAL CORRECTION 
DECREASE VA OD 
ANTERIOR SEGMENT NEOVASCULARIZATION 
PHTHISIS OD 
IRITIS 
PT HAD HEART ATTACK 
ABDOMINAL AORTA STINT PLACED 
TIA. 
INFLAMMATORY DEPOSITS ON IMT 
CHALAZION RLL 
INCREASED IOP NOT REQUIRING TX 
TIPPED IMT 
VITREOUS IN ANTERIOR CHAMBER 

STAPH INFECTION RIGHT ELBOW 
PNEUMONIA, OPEN HEART SURGERY RESULTING IN 

Posterior synechiae (A) 
Inflammatory membrane (A) 
Cyclodialysis cleft (C) 
Decrease in visual acuity (A) 
Anterior segment neovascularization (C) 
Phthisis (C) 
Iritis > 30 days (A) 
Myocardial infarction (C) 
Other (C) 
CVA-TIA (C) 
Inflammatory deposits on IMT (A) 
Chalazion (C) 
Increased IOP 1 15 days (C) 
IMT dislocation (A) 
Vitreous in anterior chamber < 7 days (C) 
Vitreous in anterior chamber > 7 days (A) 
Infection (C) 
Death (C) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 005: UNIVERSITY OF MICHIGAN/~ELLOGG EYE CTR. 

C C 
- 

I 1 DEATH I 
I Pneumonia (C) 



IMT-002 AND IMT-OOZLTM 
KEY CLINICAL ENDPOINTS 

SITE 006: DISCOVER VISION CENTERS 



IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 006: DISCOVER VISION CENTERS 



IMT-002 AND IMT-OOZLTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 006: DISCOVER VISION CENTERS 
Page 2 of 2 

\ tbnl 1 IMT-002 1 01/15/04 1 01/15/04 1 ECTROPIAN LID REPAIR - RIGHT LOWER LID I Ectrooion (C) I 
r, w I IMT-002 1 04/23/04 1 09/23/04 1 ATRIAL FIBRILLATION I Arrhythmia (C) 

1 IMT-002 I 0611 2/04 I Oh11 2/04 I ATRTAT, FIRRTT,T.ATTON I Arrhvthmia (C) 
IMT-002 09/22/04 09/23/04 SYNCOPAL EPISODES Syncope (C) 
IMT-002 12/17/04 CONGESTIVE HEART FAILURE Congestive heart failure (C) 

OD) IMT-002 06/24/03 07/07/03 HYPHEMA Hyphema (C) 
w IMT-002 09/02/03 09/15/03 EXPOSED SUTURE SUPERIORLY Exposed suture (A) 

IMT-002 09/02/03 09/15/03 SUBCONJUNCTIVAL HEME OD UNRELATED TO IMT Subconjunctival hemorrhage (A) 



IMT-002 AND IMT-OOZLTM 
KEY CLINICAL ENDPOINTS 

SITE 008: RETINA GROUP OF WASHINGTON 

\ 1.00 0.70 2.50 2.50 3.20 3.20 50.68 59.73 54.75 87.5 2296 2080 
1.02 0.88 2.50 3.20 5.00 5.00 27.58 34.5 1 20.25 42.75 3056 2740 
0.70 0.44 3.20 0.50 3.20 1.25 44.55 49.77 45.25 69.75 265 1 2066 

4.00 8.00 25.68 25 0 2666 





IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 008: RETINA GROUP OF WASHINGTON 

Increased IOP requiring treatment 1 7 days (C) 

q (OD) 

IMT-002 

IMT-002 

11/17/03 

02/02/04 11/04/04 

FIBRIN DEPOSITS OD 

FIBRIN DEPOSITS OD 

Pigment deposits on IMT (A) 
Precipitates or deposits on IMT (A) 
Pigment deposits on IMT (A) 



(OD) IMT-002 07/07/03 04/19/04 DRY EYE Dry eye (A) 
IMT-002 01/23/04 04/19/04 SMALL DEPOSITS ON IMT AND IRIS Pigment deposits on IMT (A) 
IMT-002 04/14/04 05/14/04 PERIBULBAR HEMORRHAGE Peribulbar hemorrhage (C) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 008: RETINA GROUP OF WASHINGTON 



IMT-002 AND IMT-OOZLTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 008: RETINA GROUP OF WASHINGTON 

I IMT-002-LTM 1 01/16/06 1 09/27/06 1 CHOROIDAL NEOVASCULAFUZATION I Choroidal neovascularization (A) 
I IMT-002-LTM 1 01/16/06 1 09/27/06 1 SUBRETINAL HEMORRHAGE I Subretinal hemorrhage (A) 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 009: MANHATTAN EYE & EAR 



IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 
SITE 010: OCB BOSTON 



IMT-002 AND IMT-OOZLTM 
REPORTED OCULAR EVENTS FOR IMF'LANTED EYES AND NON-OCULAR EVENTS 

SITE 010: OCB BOSTON 

Anterior chamber inflammation > 30 da 
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(OD) 

IMT-002 . 
IMT-002 
IMT-002 

IMT-002. 

08/24/04 
05/06/05 
01/25/05 

03/16/05 

09/24/04 
05/06/05 
05/25/05 

05/25/05 

WOUND LEAK 
LOOSE SUTURE - OD 
INCREASE SUBRETINAL SCARRING NOTED ON 
BSCAN 
XT-OD-EXTROPIAN 2' TO POOR VISION 

Wound leak (C) .. . 
Suture rupture (C) 
Worsening of subretinal scarring (C) 

Ectropion (C) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 010: OCB BOSTON 

( IMT-002-LTM 1 11/01/06 1 1 DIPLOPIA I Diplopia (A) 
I IMT-002-1,TM I 11/01/06 1 I GT.ARE I Glare ( C )  I 

(OD) 
IMT-002-LTM 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 

1 1/01/06 
1111 1/03 
1111 1 0 3  
1 111 8/04 
12/16/04 
01/15/05 

11/25/03 
11/25/03 
1 111 8/04 
12/23/04 
03/01/05 

HAZY 
INCREASED IOP REQUIRING TREATMENT 
SECONDARY GLAUCOMA 
RIGHT KNEE REPLACEMENT SURGERY 
R KNEE REPAIRED P FALL ON 12/16/04 
STAPH INFECTION 

Haze (C) 
Increased IOP requiring treatment 1 7 days (C) 
Secondary glaucoma (A) 
Knee replacement (C) 
Trauma due to fall (C) 
Infection (C) 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 01 1: MASSACHUSETTS EYE & EAR 



IMT-002 AND IMT-OOZLTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 012: RETINA CENTERS PC 



IMT-002 AND IMT-002-LTM (CONTINUED) 
KEY CLINICAL ENDPOINTS 

SITE 012: RETINA CENTERS PC 



Page 3 of 3 

1.10 0.70 3.20 1.60 5.00 5.00 41.89 53.64 51.5 64 3129 2497 
1.16 1 .OO 5.00 3.20 8.00 4.00 40.26 5 1.44 18.75 18.75 2648 1989 
1.38 0.86 5.00 2.50 9.99 4.00 46.25 43.98 40.5 56.25 2267 2214 
1.30 1.30 4.00 3.20 6.30 5.00 42.08 62.54 48.5 56.25 2913 2849 
1.26 0.76 . 5.00 3.20 6.30 8.00 59.58 49.47 40.5 42.25 2897 2526 
0.96 3.20 4.00 58.56 47 2722 



IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 012: RETINA CENTERS PC 
Page 1 of 3 
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IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 012: RETINA CENTERS PC 
Page 2 of 3 

2003 WITH RECURRENT LUNG CANCER WITH 
METASTASES TO THE LIVER AND SPLEEN. MEDICAL 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR I~CZPLANTED EYES AND NON-OCULAR EVENTS 

SITE 012: RETINA CENTERS PC 

ING: POSTERIOR CAPSULE Posterior capsule opacification (C) 

I I I Posterior capsular rupture (C) 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 013: DEAN A. MCGEE EYE INST. 



IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 013: DEAN A. MCGEE EYE INST. 
Page 1 of 4 

PO50034 AMENDMENT 14 - IMPLANTABLE MINIATURE TELESCOPE PAGE 40 
VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 013: DEAN A. MCGEE EYE INST. 
Pace 2 of 4 

SLIT LAMP FINDING: POSTERIOR CAPSULE Posterior capsule opacification (C) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMF'LANTED EYES AND NON-OCULAR EVENTS 

SITE 013: DEAN A. MCGEE EYE INST. 
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IMT-002 
IMT-002 
IMT-002 

IMT-002 

1 1/04/03 
04/27/04 
06/13/04 

06/25/04 

06/25/04 
06/15/04 

09/01/04 

PARKINSON'S DISEASE 
SUBTLE ENDOTHELIAL FOLDS 
HOSPITALIZED FOR CHEST PAIN ; ISCHEMIC HEART 
DISEASE W/ ANGINA 
CORNEAL DECOMPENSATION 

Parkinson's disease (C) 
Endothelial folds (C) 
Other (C) 

Corneal decompensation > 7 days (A) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 013: DEAN A. MCGEE EYE INST. 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 014: EMORY EYE CENTER 





I M T - 0 0 2  AND IMT-OOZLTM 
REPORTED OCULAR EVENTS FOR IMF'LANTED EYES AND NON-OCULAR EVENTS 

SITE 014: EMORY EYE CENTER 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 014: EMORY EYE CENTER 
Pave 7 n f ?  . 

0 s )  

IMT-002 
IMT-002-LTM 
IMT-002 
IMT-002 

IMT-002-LTM 

01/08/05 
09/19/06 
01/05/04 
01/31/05 

11/05/07 

04/25/05 
04/03/07 
02/21/05 
05/23/05 

IRITIS 
MILD AC RXN OS 

INFLAMMATION (CELLS IN AIC) 
PUNCTATE KERATOPATHY 2' TO BLEPHARITIS & 
LOWER LID RETRACTION 

EPITHELIAL BASEMENT MEMBRANE 
DYSTROPHY/ECTROPIAN/MYBOMIAN GLAND 
DYSFUNCTION = IRREG. SURFACE POSSIBLY 
AFFECTING VA. 

Iritis > 30 days (A) 
Anterior chamber inflammation > 30 days (A) 
Anterior chamber inflammation > 30 days (A) 
Blepharitis (C) 

Keratic precipitates on IMT > 30 days (A) 
Ectropion (C) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 014: EMORY EYE CENTER 

I I DYSFUNCTION = IRREG. SURFACE POSSIBLY I DYSTROPHY/ECTROPIAN/MYE%OMIAN GLAND 



IMT-002 AND IMT-OOZLTM 
KEY CLINICAL ENDPOINTS 

SITE 015: MEDICAL CENTER OPHTHALMOLOGY 
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IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 015: MEDICAL CENTER OPHTHALMOLOGY 

. , 
OPACIFICATION 

IMT-002-LTM 08/30/04 03/01/05 TREATMENT OF PC0 Treatment of PC0 (C) 
IMT-002-LTM 08/01/07 08/21/07 ATRIAL FIBRILLATION Arrhythmia (C) 
IMT-002-LTM 10/23/07 10/24/07 HEART ATTACK Myocardial infarction (C) 

(OD) IMT-002 1211 1/03 INFLAMMATORY DEPOSITS ON IMT Inflammatory deposits on IMT (A) 
Precipitates or deposits on IMT (A) 

IMT-002 1211 1/03 SLIT LAMP FINDING: POSTERIOR CAPSULE Posterior caosule ooacification (Cl 
OPACIFICATION 

IMT-002 0311 1/04 MILD GUTTATA 
( 0 s )  IMT-002 0311 1/04 GUTTATA, OU 

IMT-002 06/03/04 INFLAMMATORY DEPOSITS ON IMT 

I I 1 OPACIFICATION 
(OD) I IMT-002 1 0713 1/03 1 08/01/03 1 IRIS PROLAPSE I Iris prolapse (C) 

, , 

Guttae (A) 
Guttae (A) 
Inflammatory deposits on IMT (A) 

------ 

I IMT-002-LTM 1 01/04/07 1 01/10/07 1 COLON CANCER 
I IMT-002-LTM 1 02/21/07 1 I SLIT LAMP FINDING: POSTERIOR CAPSULE 

UOR CAPSULE I Posterior cavsule ovacification (C) I 

Iritis > 30 days (A) 
Cancer (C) 
Posterior capsule opacification (C) 

I I 
> ,  1 OPACIFICATION 

I IMT-002 1 06/24/04 1 I INFLAMMATORY DEPOSITS ON IMT I Inflammatory deposits on IMT (A) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 015: MEDICAL CENTER OPHTHALMOLOGY 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 
SITE 016: KRAFF EYE INST. 



IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 017: VITREORETINAL FOUNDATION 



IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

q- 

(OS)  

IMT-002 
IMT-002 
IMT-002 
IMT-002 
TMT-007 

- 

IMT-002 
IMT-002 
IMT-002 

0511 1/04 
08/12/04 
05/03/03 
05/03/03 
0911 3/03 

IMT-002 
IMT-002 

02/12/04 
05/03/03 
08/21/03 

08/12/04 
11/18/04 
05/13/03 
05/13/03 
0711 7/05 

1 1 1  1/03 
0511 1/04 

05/06/04 
08/21/03 

POSTERIOR SYNECHIAE 
POSTERIOR SYNECHIAE 
HYPHEMA 
INCREASED IOP REQUIRING TREATMENT 
PASSWG RT.OOD w ~ ~ 0 0 1 . 1  KIDNEY STONES 

02/10/04 

Posterior synechiae (A) 
Posterior synechiae (A) 
Hyphema (C) 
Increased IOP requiring treatment < 7 days (C) 
Rlood in stool (C) 

INFLAMMATORY DEPOSITS ON IMT ----- 
CORNEAL EDEMA OS 
DECREASE IN VISUAL ACUITY MORE THAN 3 LINES 

Kidney stones (C) 
Inflammatory deposits on IMT (A) 
Corneal edema 1 30 days (C) 
Decrease in visual acuitv (A) 

FROM BASELINE 
CORNEAL SCARRING - SUPERIOR LEFT EYE 
IRIS ATROPHY 

. . ,  

Corneal abrasion (C) 
Iris atrophy > 7 days (A) 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 019: PADUCAH RETINAL CENTER 
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IMT-002 AND I M T - 0 0 2 - L T M  
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 020: ALTOS EYE PHYSICIAN 
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IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS F O R  I M P L A N T E D  EYES A N D  NON-OCULAR EVENTS 

SITE 020: ALTOS EYE PHYSICIAN 

t I IMT-002 1 07/10/03 1 I NEW FLOATER I Floaters (A) 
I IMT-002 1 07/10/03 1 12/05/03 1 VITREOUS HEMORRHAGE I Vitreous hemorrhage > 7 days (A) 

IMT-002 
IMT-002-LTM 

(0s) IMT-002 

Precipitates or deposits on IMT (A) 
IMT-002 07/23/04 GUTTATA Guttae (A) 

ANTERIOR SYNECHIAE 
LUNGCANCER 

09/23/03 10/15/03 CHOROIDAL HEMORRHAGIC1 DETACHMENT Aborted surgery (C) 
Choroidal detachment (C) 

03/26/04 
10/25/06 
09/12/03 
0611 6/03 

( 0 s )  
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BLEEDING ULCER 
POSTERIOR SYNECHIAE --- 
IRIS TRANSILLUMINATION DEFECTS 
INCREASED IOP REQUIRING TREATMENT 

IMT-002 
IMT-002-LTM 
IMT-002 
IMT-002 

Precipitates or deposits on IMT (A) 
Ulcer (C) 
Posterior synechiae (A) 
Iris transillumination defects > 21 days (A) 
Increased IOP requiring treatment < 7 days (C) 
Increased IOP reauirinn treatment > 7 davs (A) 

07/17/04 
07/12/06 
07/28/03 
07/23/04 

10/22/04 
01/18/07 

DRY EYE 
POSTERIOR SYNECHIAE 
POSTERIOR SYNECHIAE 
INFLAMMATORY DEPOSITS ON IMT 

Dry eye (A) 
Posterior synechiae (A) 
Posterior synechiae (A) 
Inflammatory deposits on IMT (A) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 020: ALTOS EYE PHYSICIAN 

IMT-OOZLTM 01/28/08 CHOROIDAL NEOVASCULARIZATION Choroidal neovascularization (A) 
(as) IMT-002 10/20/03 1 1  1/03 POSTERIOR SYNECHIAE Posterior synechiae (A) 

1111 1/03 04/23/04 POSTERIOR SYNECHIAE Posterior synechiae (A) 



IMT-002 AND IMT-OOZLTM 
KEY CLINICAL ENDPOINTS 

SITE 021: MEDICAL COLLEGE OF WISCONSIN EYE INST. 



IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 021: MEDICAL COLLEGE OF WISCONSIN EYE INST. 

08/07/03 08/14/03 HYPHEMA Hyphema (C) 
1 1/04/03 12/08/03 ANTERIOR SEGMENT INFLAMMATION Anterior chamber inflammation > 30 days (A) 

IMT-002 02/03/04 01/1 1/05 POSTERIOR SYNECHIAE Posterior synechiae (A) 
I IMT-002 1 04/01/04 1 I ENLARGED PROSTATE I Other (C) 
I IMT-002 1 03/30/05 1 04/03/05 1 BRONCHITIS I Bronchitis (C) 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 022: SARASOTA RETINAL INST. 



IMT-002 AND IMT-OOZLTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 022: SARASOTA RETINAL INST. 

Corneal edema > 30 days (A) 
Distorted pupil (A) 
IMT dislocation (A) 
Precipitates or deposits on IMT (A) 
Corneal transplant (A) 

IMT-002-LTM 
IMT-002-LTM 
IMT-002-LTM 
IMT-002-LTM 
IMT-002-LTM 

10125106 
10125106 
10125106 
10125106 
0811 5/07 

04123108 
02/01/07 

0811 5/07 

CORNEAL EDEMA 
DISTORTED PUPIL 
IMT DISLOCATION 
PRECIPITATES OR DEPOSITS ON IMT 
CORNEAL TRANSPLANT 



IMT-002 AND IMT-OOZLTM 
KEY CLINICAL ENDPOINTS 

SITE 023: SOUTHEAST CLINICAL RESEARCH 



IMT-002 AND IMT-002-LTM (CONTINUED) 
KEY CLINICAL ENDPOINTS 

SITE 023: SOUTHEAST CLINICAL RESEARCH 



IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 023: SOUTHEAST CLINICAL RESEARCH 
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I(OD) 

IMT-002 
IMT-002 
IMT-002 

12/16/03 
07/19/04 
04/09/03 

08/16/04 EYE PAIN 
DRY EYES 
IRIS TRANSILLUMINATION DEFECTS 

Eye pain (A) 
Dry eye (A) 
Iris transillumination defects 1 2 1  days (C) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 023: SOUTHEAST CLINICAL RESEARCH 

I IMT-002 1 08130104 1 09/07/04 1 PULLED BACK MUSCLE I Other (C) 



IMT-002 A N D  IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS F O R  IMPLANTED EYES A N D  NON-OCULAR EVENTS 

SITE 023: SOUTHEAST CLINICAL RESEARCH 

IMT-002 
IMT-002 
IMT-002 
IMT-002 

IMT-002 

PO50034 AMENDMENT 1 4  - IMPLANTABLE MINIATURE TELESCOPE PAGE 69 
VISIONCARE OPHTHALMIC TECHNOLOGIES, INC. 

(OD) 

09/22/03 
09/22/03 
09/22/03 
0411 5/04 
0911 7/03 
09/17/03 - - 

IMT-002 
IMT-002 
IMT-002 
IMT-002 

09/28/03 
09/28/03 
09/29/03 

10/1 6/03 
10/16/03 

09/25/03 
10/03/03 
01/05/04 
09/10/03 

FRACTURED RIGHT FIFTH TOE 
SCALP HEMATOMA 
SUBCONJUNCTIVAL HEMORRHAGE 
DRY EYES ----- 
INCREASED IOP REQUIRING TREATMENT 
CORNEAL EDEMA 

Fractured toe (C) 
Scalp hematoma (C) 
Subconjunctival hemorrhage (A) 
Dry eye (A) 
Increased IOP requiring treatment < 7 days (C) 
Corneal edema < 30 davq IC) 

1211 1/03 
10/16/03 
01/20/04 
09/18/03 

CORNEAL EPITHELIAL DEFECT 
CORNEAL CRYSTALS 
ITCHY OD 
INCREASED IOP REQUIRING TREATMENT 

- - - -- - - - - - - --- - - - - - - ,- ,-, 
Corneal abrasion (C) 
Corneal abrasion (C) 
Foreign body sensation (A) 
Increased IOP requiring treatment 5 7 days (C) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 023: SOUTHEAST CLINICAL RESEARCH 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 023: SOUTHEAST CLINICAL RESEARCH 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 025: DOHENY RETINA INST. 
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IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 025: DOHENY RETINA INST. 

I I IMT-002 1 05/14/03 1 I ZONULAR DEHISCENCE I Zonular dehiscence < 7 davs ((1) I 

IMT-002 
IMT-002 

I(OD) 

IMT-002 05/19/03 05/22/03 INCREASED IOP REQUIRING TREATMENT Increased IOP requiring treatment I 7 days (C) 
0s) IMT-002 07/02/03 07/02/03 POSTERIOR CAPSULAR RUPTURE Posterior capsular rupture (C) 

IMT-002 07/02/03 07/10/03 VITREOUS LOSS-VITRECTOMY REQUIRED Vitreous loss - vitrectomy required (C) 
IMT-002 07/02/03 07/02/03 TMT REMOVAT. IMT remnval lintrannerative) (C)  

05/14/03 
05/15/03 

IMT-002 
IMT-002 
IMT-002 
IMT-002 

05/14/03 
05/19/03 

10/22/03 
10/22/03 
10/23/03 
10/28/03 

IMT REMOVAL 
WOUND LEAK 

Zonular dehiscence > 7 days (A) 
IMT removal (intraoperative) (C) 
Wound leak (C) 

10128103 

----- 
IRIDOTOMY 
IRIS DAMAGE 
INCREASED IOP REQUIRING TREATMENT 
IRIS TRANSILLUMINATION DEFECTS 

Iris transillumination defects > 21 days (A) 
Iridotomy 7 days (C)  
Iris damage (C) 
Increased IOP requiring treatment 5 7 days (C) 
Iris transillumination defectq121 davs (C) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 025: DOHENY RETINA INST. 

-OD) I IMT-002 I 10/30/03 1 11/06/03 1 INCREASED IOP REQUIRING TREATMENT I Increased IOP requiring treatment 1 7 days (C) 
I IMT-002 1 12/01/03 1 03/17/04 1 PATIENT HOSPITALIZED FOR HEART FIBRILLATION; I Arrhythmia (C) 

IMT-002 

IMT-002 

12/01/03 

08/05/04 

12/06/03 

PATIENT HAS PACE MAKER PRIOR TO ENROLLMENT 
IN STUDY 
PATIENT HOSPITALIZED - FLUID ON LUNG 
SECONDARY TO HEART FIBRILLATION 
GUTTATA 

Arrhythmia (C) 

Guttae (A) 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 026: RETINA ASSOCIATES OF CLEVELAND 



IMT-002 AND IMT-002-LTM (CONTINUED) 
KEY CLINICAL ENDPOINTS 

SITE 026: RETINA ASSOCIATES OF CLEVELAND 



IMT-002 AND IMT-OOZLTM 
REPORTED OCULAR EVENTS FOR IMF'LANTED EYES AND NON-OCULAR EVENTS 

SITE 026: RETINA ASSOCIATES OF CLEVELAND 
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IMT-002 
IMT-002-LTM 
IMT-002-LTM 
IMT-002-LTM 

06/10/04 
12/14/06 
12/14/06 
11/05/07 

05/10/07 

12/07/07 

BLEPHARITIS 
BREAST CANCER 
POSTERIOR SYNECHIAE 
PTOSIS 

Blepharitis (C) 
Cancer (C) 
Posterior synechiae (A) 
Ptosis (A) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 026: RETINA ASSOCIATES OF CLEVELAND 

IMT-002 07/01/03 07/23/03 LARGE CORNEAL ABRASION Corneal abrasion (C) 
( 0 s )  ---- IMT-002 02/25/04 04/13/04 INFLAMMATORY DEPOSITS ON IMT Inflammatory deposits on IMT (A) 

IMT-002 02/25/04 04/13/04 SIGNIFICANT PIGMENT DEPOSITS ON IMT Pigment deposits on IMT (A) 
IMT-002 10/20/04 MILD CHRONIC BLEPHAIUTIS Blepharitis (C) 

I IMT-002 1 03/09/05 1 I KERATIC PRECIPITATES ( Keratic precipitates on IMT > 30 days (A) 
I I I I Precipitates or deposits on IMT (A) 
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IMT-002 
IMT-002-LTM 

06/17/04 
01/10/07 

07/15/04 
0111 0107 

KERATITIC PRECIPITATES 
MASSIVE STROKE-PATIENT DIED 

Iris transillumination defects > 21 days (A) 
Pigment deposits on IMT (A) 
Death (C) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 026: RETINA ASSOCIATES OF CLEVELAND 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 026: RETINA ASSOCIATES OF CLEVELAND 

I IMT-002-LTM 1 09/06/06 1 1 GUTTATA I Guttae (A) 
1 IMT-002-LTM 1 04/18/07 1 I POSTERIOR SYNECHIAE I Posterior synechiae (A) 



IMT-002 AND IMT-OOZLTM 
KEY CLINICAL ENDPOINTS 

SITE 027: VANDERBILT UN. DEPT. OF OPH. & VISUAL SCIENCES 



IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 
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IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 028: WILLS EYE HOSPITAL, RETINA RESEARCH 
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IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 028: WILLS EYE HOSPITAL, RETINA RESEARCH 



IMT-002 AND IMT-OOZLTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMF'LANTED EYES AND NON-OCULAR EVENTS 

SITE 028: WILLS EYE HOSPITAL, RETINA RESEARCH 
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IMT-002 AND IMT-OOZLTM 
KEY CLINICAL ENDPOINTS 

SITE 029: ASSOCIATED RETINAL CONSULTANTS 
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IMT-002 AND IMT-002-LTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 029: ASSOCIATED RETINAL CONSULTANTS 

-(os) 

IMT-002 
IMT-002 
IMT-002 

IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002 
IMT-002-LTM 
IMT-002-LTM 
IMT-002-LTM 
IMT-002 
IMT-002 

05/29/03 
06/08/03 
07/04/03 

12/27/03 
04/15/04 
07/28/04 
09/22/04 
09/26/04 
10/02/04 
10/21/04 
11/13/04 
11/14/04 
01/10/05 
03/17/05 
02/01/07 
02/01/07 
02/01/07 
12/01/03 
05/09/05 

06/18/03 
07/06/03 

04/28/04 
08/01/04 
09/25/04 
10/05/04 
1 111 3/04 
11/05/04 
11/22/04 

03/19/05 
02/08/07 
02/08/07 
02/08/07 
02/28/05 

FILM HAZE 
CORNEAL ABRASION 
FOREIGN BODY SENSATION SECONDARY TO SUTURE 
FROM CATARACT WOUND 
WATERY EYES 
SUB-CONJUNCTIVAL HEMORRHAGE 
HOSPITALIZATION 
HOSPITALIZATION 
HOSPITALIZATION 
INFECTED HEMATOMA, RECURRENT CELLULITIS 
HOSPITALIZATION 
HOSPITALIZATION 
WORSENING OF DEPRESSION 
HEMATURIAhIOSPITALIZATION 
HOSPITALIZATION 
URINARY TRACT INFECTION 
HYPO NATREMIA 
CELLULITIS LEFT LOWER EXTREMITY 
ITCHY EYES 
WATERY EYES 

Haze (C) 
Corneal abrasion (C) 
Foreign body sensation (A) 

Watery eyes (C) 
Subconjunctival hemorrhage (A) 
Hospitalization (C) 
Hospitalization (C) 
Hospitalization (C) 
Infection (C) 
Hospitalization (C) 
Hospitalization (C) 
Depression (C) 
Hematuria (C) 
Hospitalization (C) 
UTI (C) 
Hyponatremia (C) 
Cellulitis (C) 
Foreign body sensation (A) 
Watery eyes (C) 



IMT-002 AND IMT-002-LTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 029: ASSOCIATED RETINAL CONSULTANTS 

I ' I IMT-002 ' 1 01/17/05 1 I WATERY EYES I Watery eyes (C) I 

I IMT-002 1 12/16/03 1 12/30/03 1 SHINGLES I Shingles (C) I 
I IMT-002-LTM 1 04 

OD) 

% ,  

117107 1 05/15/07 1 COLECTOMY FOR BENIJN POLYPS I Colon polyp (C) 1 

IMT-002-LTM 
IMT-002 
IMT-002 

I ITCHY EYE LID MARGINS I Foreign body sensation (A) 

IMT-002-LTM 09/01/07 11/06/07 
D) IMT-002 0911 1/03 09/17/03 

IMT-002 03/16/04 04120104 
OD) IMT-002 1011 5/03 

n4/?3/1)4 

08/29/07 
09/22/03 
09/23/03 

PINCHED NERVE LOWER BACK 
INCREASED IOP REQUIRING TREATMENT 
INFLAMMATORY DEPOSITS ON IMT 
FILMIHAZE OVER OD 
DOUBLE VISION SECONDARY TO LARGE XT 

09/22/03 
10/06/03 

Pinched nerve (C) 
Increased IOP requiring treatment 5 7 days (C) 
Inflammatory deposits on IMT (A) 
Haze (C) 
~ i ~ l o p i a  (A) 

VITREOUS IN ANTERIOR CHAMBER 
IRIS PROLAPSE REPOSITION WITH VISCOELASTIC 
INCREASED IOP REQUIRING TREATMENT 

Vitreous in anterior chamber > 7 days (A) 
Iris prolapse (C) 
Increased IOP requiring treatment 5 7 days (C) 



IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 031: DUKE UNIVERSITY EYE CENTER 



IMT-002 AND IMT-OOZLTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

SITE 031: DUKE UNIVERSITY EYE CENTER 

I I I I Iris atrophy > 7 days (A) 
I IMT-002 1 08/11/04 1 I IRIS ATROPHY I Iris atrophy > 7 days (A) 



IMT-002 AND IMT-OOZLTM (CONTINUED) 
REPORTED OCULAR EVENTS FOR IMF'LANTED EYES AND NON-OCULAR EVENTS 

SITE 031 : DUKE UNIVERSITY EYE CENTER 
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IMT-002 AND IMT-002-LTM 
KEY CLINICAL ENDPOINTS 

SITE 032: JOHNS HOPKINS UNIVERSITY, WILMER OPHTHALMOLOGICAL INSTITUTE 



IMT-002 AND IMT-OOZLTM 
REPORTED OCULAR EVENTS FOR IMPLANTED EYES AND NON-OCULAR EVENTS 

OPACIFICATION 
0s) IMT-002 12/23/03 01/28/04 BRONCHIAL PNEUMONIA Pneumonia (C) 

IMT-002 10/08/04 PIGMENT DEPOSITION ON PERIPHEREY OF IMT OPTIC Pigment deposits on IMT (A) 
IMT-002-LTM 02/14/07 05/25/07 HIP FRACTURE 2' FALL (OUT OF BED) PATIENT IS Hip fracture (C) 
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