


BEST CORRECTED VISUAL ACUITY 

APPENDIX TABLE 1 BEST CORRECTED DISTANCE VISUAL ACUITY (BCDVA) 
IMT-IMPLANTED SUBJECTS INCLUDING AVAILABLE PARTIAL DATA 
FOR 54 AND 60 MONTHS 
IMT-002 AND IMT-002-LTM 

APPENDIX TABLE 2 SUMMARY OF IMPROVEMENT IN VISUAL ACUITY (BCDVA) 
IMT-IMPLANTED EYES STRATIFIED BY PREOPERATIVE BCDVA 
IMT-002 

3- - -  
APPENDIX TABLE 3 SUMMARY OF IMPROVEMENT IN BCDVA - IMT-IMPLANTED EYES STRATIFIED BY PREOP BCDVA 

IMT-002-LTM i 

APPENDIX TABLE 4 .MEAN BCDVA STRATIFIED BY PREOPERATIVE BCDVA 
IMT-IMPLANTED EYES 
IMT-002 

ENDOTHELIAL CELL DENSITY 

APPENDIX TABLE 5 ECD, PERCENT CHANGE IN ECD, AND PERCENT CHANGE IN ECD 
BETWEEN CONSECUTIVE VISITS 
IMT-IMPLANTED EYES 
IMT-OO2 AND IMT-002-LTM 

APPENDIX TABLE 6 ECD, PERCENT CHANGE IN ECD, AND ANNUALIZED PERCENT CHANGE IN 

ECD 
IMT-IMPLANTED EYES 
IMT-002 AND IMT-002-LTM 

APPENDIX TABLE 7 ECD AND PERCENT CHANGE IN ECD 
OPERATED EYES IMT-002 . 

APPENDIX TABLE 8 ECD AND PERCENT CHANGE IN EcD %-MONTH CONSISTENT COHORT 
OPERATED EYES IMT-002 

APPENDIX TABLE 9 ECD AND PERCENT CHANGE IN ECD 
OPERATED EYES IMT-002-LTM 

rrllr 

APPENDIX TABLE 10 ECD AND PERCENT CHANGE IN ECD 
48-MONTH CONSISTENT COHORT 
OPERATED EYES IMT-002-LTM 

PO50034 - IMPLANTABLE MINIATURE TELESCOPE 
EXECUTIVE SUMMARY FOR OPHTHALMIC DEVICES ADVISORY PANEL 

APPENDIX 2 
PAGE 2 



APPENDIX TABLE 1 1 ECD AND PERCENT CHANGE IN ECD 
IMT-IMPLANTED EYES IMT-002 

APPENDIX TABLE 13 ECD AND PERCENT CHANGE IN ECD IMT-IMPLANTED EYES 
IMT-002-LTM 

APPENDIX TABLE 14 ECD AND PERCENT CHANGE IN ECD  MONTH CONSISTENT COHORT 
IMT-IMPLANTED EYES 

-. JMT-002-LTM 

APPENDIXTABLE 1-5 - ECD STRATIFIED BY GUTTATA 
IMT-IMPLANTED EYES 
IMT-002 

APPENDIX TABLE 16 PERCENT CHANGE IN ECD STRATIFIED BY GUTTATA 
IMT-IMPLANTED EYES 
IMT-002 

APPENDIX TABLE 17 ECD STRATIFIED BY GUTTATA 
IMT-IMPLANTED EYES 
IMT-002-LTM 

APPENDIX TABLE 18 PERCENT CHANGE IN ECD STRATIFIED BY GUTTATA 
IMT-IMPLANTED EYES 
IMT-002-LTM 

APPENDIX TABLE 19 ECD AND PERCENT CHANGE IN ECD 48-MONTH CONSISTENT COHORT OF 
NON-GUTTATA 
IMT-IMPLANTED EYES 
IMT-002-LTM 

APPENDIX TABLE 2 1 PERCENT CHANGE IN ECD STRATIFIED BY ACD NON-GUTTATA 
IMT-IMPLANTED EYES 
IMT-002 - 

APPENDIX TABLE 22 ECD STRATIFIED BY ACD NON-GUTTATA 
IMT-IMPLANTED EYES 
IMT-002-LTM 
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APPENDIX TABLE 23 PERCENT CHANGE IN ECD STRATIFIED BY ACD NON-GUTTATA 
IMT-IMPLANTED EYES 

1 IMT-002-LTM 

APPENDIX TABLE 24 ECD AND PERCENT CHANGE IN ECD 48-MONTH CONSISTENT COHORT OF 
NON-GUTTATA 
IMT-IMPLANTED EYES WITH ACD 2 3.00 MM 

IMT-002-LTM 

APPENDIX TABLE 25 ECD STRATIFIED BY SURGEON SPECIALTY NON-GUTTATA 
IMT-IMPLANTED EYES 

-- -3-. IMT-002 

APPENDIX-TABLE 26 PERCENT CHANGE IN ECD STRATIFIED BY SURGEON SPECIALTY NON- 
GUTTATA 
IMT-IMPLANTED EYES 
IMT-002 

APPENDIX TABLE 28 PERCENT CHANGE M ECD STRATIFIED BY SURGEON SPECIALTY NON- 
GUTTATA 
IMT-IMPLANTED EYES 

* IMT-002-LTM 

APPENDIX TABLE 29 ECD AND PERCENT CHANGE IN ECD 48-MONTH NON-GUTTATA 
CONSISTENT COHORT OF IMT-IMPLANTED EYES IMPLANTED BY CORNEA 
SPECIALIST 
IMT-002-LTM 

APPENDIX TABLE 30 ECD AND PERCENT CHANGE IN ECD FELLOW EYES OF OPERATED EYES 
IMT-002 AND IMT-002-LTM 

APPENDIX TABLE 3 1 ECD AND PERCENT CHANGE IN ECD PHAKIC FELLOW EYES 
IMT-002 AND IMT-002-LTM 

APPENDIX TABLE 32 ECD AND PERCENT CHANGE IN ECD PSEUDOPHAKIC FELLOW EYES 
IMT-OO2 AND IMT-002-LTM - 

APPENDIX TABLE 33 ECD <750 CELLS/MM2 BEFORE OR AT 24 MONTHS 
IMT-IMPLANTED EYES 
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MORF'HOMETRIC AND MORPHOLOGIC FINDINGS 
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CORNEAL THICKNESS 

APPENDIX TABLE 49 CORNEAL THICKNESS 48-MONTH CONSISTENT C ~ H O R T  
IMT-IMPLANTED EYES 
IMT-002-LTM 

APPENDIX TABLE 52 MEAN CENTRAL CORNEAL THICKNESS (CCT), PERCENT CHANGE IN CCT, 
AND PERCENT CHANGE IN MEAN CCT 
IMT-IMPLANTED EYES WITH CCT AT BOTH PREOP AND 
24 MONTHS (MATCHED PAIRS) 

APPENDIX TABLE 53 MEAN CENTRAL CORNEAL THICKNESS (CCT), PERCENT CHANGE IN CCT, 
AND PERCENT CHANGE IN MEAN CCT 
IMT-IMPLANTED EYES WITH CCT AT BOTH PREOP AND 

48 MONTHS (MATCHED PAIRS) 

OCULAR COMPLICATIONS 

PO50034 - IMPLANTABLE MINIATURE TELESCOPE 
EXECUTIVE SUMMARY FOR OPHTHALMIC DEVICES ADVISORY PANEL 

APPENDIX 2 
PAGE 6 



APPENDIX TABLE 56 OCULAR COMPLICATIONS EYES WITH IMT NOT IMPLANTED 

OCULAR AND NON-OCULAR ADVERSE EVENTS 

APPENDIX TABLE 5 8 OCULAR ADVERSE EVENTS 
- - ,, . QPERATED EYES 

IMT-002-LTM 
- 

DATA LISTINGS DATA LISTING FOR IMT-IMPLANTED EYES WITH CORNEAL EDEMA AT >3 
MONTHS (N= 1 2) 

PROTOCOL IMT-002-LTM 

APPENDIX TABLE 62 RISK FACTORS ON ECD GUTTATA, ACD, SURGEON TRAINING, AND 
SURGICAL ORDER ENROLLED IN IMT-002-LTM VERSUS NOT ENROLLED IN 

IMT-002-LTM IMT-IMPLANTED EYES 

APPENDIX TABLE 63 SUMMARY OF VISUAL ACUITY EFFECTIVENESS AND SAFETY ENDPOINTS 
ENROLLED IN IMT-002-LTM VERSUS NOT ENROLLED IN IMT-002-LTM 
IMT-IMPLANTED EYES 

APPENDIX TABLE 64 ECD STRATIFIED BY IMT-002-LTM~ENROLLMENT ENROLLED IN IMT-002- 
LTM VERSUS NOT ENROLLED IN 

IMT-002-LTM IMT-IMPLANTED EYES - 
APPENDIX TABLE 65 PERCENT CHANGE IN ECD STRATIFIED BY IMT-002-LTM ENROLLMENT 

ENROLLED IN IMT-002-LTM VERSUS NOT ENROLLED IN IMT-002-LTM 
IMT-IMPLANTED EYES 
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APPENDIX TABLE 1 BEST CORRECTED DISTANCE VISUAL ACUITY (BCDVA) 
IMT-IMPLANTED SUBJECTS INCLUDING AVAILABLE PARTIAL DATA 
FOR 54 AND 60 MONTHS 
IMT-002 AND IMT-002-LTM 

APPENDIX TABLE 2 SUMMARY OF IMPROVEMENT IN VISUAL ACUITY (BCDVA) 
IMT-IMPLANTED EYES STRATIFIED BY PREOPERATIVE BCDVA 

- -  -3MT-002 

APPENDIXTABLE 3 SUMMARY OF IMPROVEMENT IN BCDVA 
IMT-IMPLANTED EYES STRATIFIED BY PREOP BCBVA 
IMT-002-LTM 

APPENDIX TABLE 4 MEAN BCDVA STRATIFIED BY PREOPERATIVE BCDVA 
IMT-IMPLANTED EYES 
IMT-002 ( 
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APPENDIX TABLE 1 
BEST CORRECTED DISTANCE VISUAL ACUITY (BCDVA) 

IMT-IMPLANTED SUBJECTS INCLUDING AVAILABLE PARTIAL DATA FOR 54 AND 60 MONTHS 
IMT-002 AND IMT-002-LTM 
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IMT-Implanted Eyes 
Mean BCDVA 
(SDlogMAR) 
Median 
N = number of eyes returned for the visit with non-missing BCDVA. 

6 
201103 
(0.328) 
2 018 7 

206 
201312 
(0.214) 
2013 I7 

201141 
(0.228) 
20/138 

193 173 
201149 
(0.225) 
20/152 

74 104 
201156 
(0.221) 
201145 

201174 
(0.275) 
201159 

96 
201171 
(0.244) 
2011 74 

34 
201171 
(0.254) 
201166 



APPENDIX TABLE 2 
I 

SUMMARY OF IMPROVEMENT IN VISUAL ACUITY (BCDVA) IMT-IMPLANTED EYES 
STRATIFIED BY PREOPERATIVE BCDVA 

IMT-002 
A014. VOL 1. PAGE 19. TABLE 7.1 

APPENDIX TABLE 3 
SUMMARY OF IMPROVEMENT IN BCDVA IMT-IMPLANTED EYES 

STRATIFIED BY PREOP BCDVA 
IMT-002-LTM 

I 
BCDVA 1 
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BCDVA 1 I I 

I I 1 

BCDVA 
25 LINES GAIN OF 

BCDVA 

I 

T~LINESGAINOF [ 12.5% (1) 1 31.9% (15) 1 52.6% (10) 1 10.0% (1) 1 25.9% (15) 1 39.3% (1 1) 

~ ~ L I N E S G A I N O F I  12.5% (I) 1 46.8% (22) 1 84.2% (16) 1 10.0% (1) 1 51.7% (30) 1 53.6% (15) 

0.0% (0) 12.8% (6) 26.3% (5) 0.0% (0) 5.2% (3) 21.4% (6) 



APPENDIX TABLE 4 
MEAN BCDVA STRATIFIED BY PREOPERATIVE BCDVA 

IMT-IMPLANTED EYES, IMT-002 STUDY 
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APPENDIX TABLE 4 (CONTINUED) 
MEAN BCDVA STRATIFIED BY PREOPERATIVE BCDVA 

IMT-IMPLANTED EYES, 
IMT-002 STUDY 

EYES WITH BCDVA OF 20180 J J J 2 J 

2011 10 201102 20187 20194 201126 20174 20178 20185 
201160+ PREoPERATrVELY (2011 63,20174) (201233, 20/44) (2011 18,20165) (2011 36,20165) (20128 1,20157) (2011 38, 20139) (2011 58,20139) (201149,20148) - 

16 16 15 16 15 14 13 12 EYES WITH BCDVA OF 201160 
201292 201229 201198 201171 201166 201148 201132 201153 

201400 PREOPERATIVELY (201330,201259) (201291, 201180) (201271, 201145) (201230,201128) (201230, 201120) (201197,201111) (201183,20196) (201202, 2011 16) 
14 EYES WITH BCDVA OF <201400 201545 

14 14 14 12 14 I 3  12 
201201 201192 201204 201185 201171 201191 201206 

PREOPERATIVELY (201603, 201494) (201258, 201156) (201250, 201147) (201269, 201155) (201248,201138) (201228,201128) (201261,201140) (201294,201145) 
' ''-;.*$$- , A  ,;\ ' r ,  .- * %6 % ! *' *, .2 , <> *> 

CQHORT B: :!XMT,=IMP&A&XD~E~*S E ~ O G ~ E D  FROM 'CO~F~RT A ",,. , :x's- 2:b %+& + ,  , fi :>7 5 , , - : q ; . v i $ , *  - $(,, ;~331~-:?<~A-~-~c~$4+,L ?S+,,.,~A 
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OVERALL 

EYES WITH BCDVA OF 20/80 
201160+ PREOPERATWELY 

EVES WITH BCDVA OF 201160 
20/400 PREoPERATmLY 

EYES WITH BCDVA OF <2 400 
PREOPERATIVELY 

150 I 146 I 173 I 171 I 168 I 168 165 I 162 
201305 

(20/328,201284) 
12 

201126 
(201143,2011 12) 

109 
201254 

(201267,201242) 
52 

201549 
(2O/S79,201521) 

201 185 
(20/202,20/169) 

12 
201134 

(201222,20180) 
107 

201160 
(201176,201145) 

52 
201270 

(2013 13, 201233) 

201144 
(201155,201134) 

12 
201106 

(201166,20168) 
106 

201127 
(201136,201118) 

50 
201204 

(201229,201181) 

201141 
(20/152,20/131) 

12 
20194 

(201153, 20157) 
106 

201125 
(201134,201117) 

50 
201201 

(20R29, 201177) 

201141 
(201153,201130) 

12 
201108 

(201177,20166) 
104 

201124 
(201135,2011 14) 

49 '* 

201197 
(201228,201171) 

201139 
(201151,201128) 

12 
201112 

(201185,20168) 
101 

201124 
(201I36,2011 13) 

49 
201187 

(201214,201164) 

201143 
(201156,201131) 

11 
201109 

(201176,20167) 
94 

201125 
(201137,201114) 

45 
201204 

(201236,201075) 

201146 
(201159,201134) 

11 
201102 

(201153,20167) 
92 

201130 
(201143,2011 18) 

43 
201207 

(201234,201183) 



APPENDIX TABLE 5 ECD, PERCENT CHANGE INECD, AND PERCENT CHANGE IN ECD 
BETWEEN CONSECUTIVE VISITS 
IMT-IMPLANTED EYES 
IMT-002 AND IMT-002-LTM 

APPENDIX TABLE 6 ECD, PERCENT CHANGE IN ECD, AND ANNUALIZED PERCENT CHANGE IN ECD 
IMT-IMPLANTED EYES 
IMT-OO2 AND IMT-002-LTM 

APPENDIX TABL*. ECD AND PERCENT CHANGE IN ECD 
OPERATED EYES IMT-002 - 

APPENDIX TABLE 8 ECD AND PERCENT CHANGE IN ECD 24-MONTH CONSISTENT COHORT 
OPERATED EYES IMT-002 

APPENDIX TABLE 9 ECD AND PERCENT CHANGE IN ECD 
OPERATED EYES IMT-002-LTM 

APPENDIX TABLE 10 ECD AND PERCENT CHANGE IN ECD 
&&MONTH CONSISTENT COHORT 
OPERATED EYES IMT-002-LTM 

APPENDIX TABLE 1 1 ECD AND PERCENT CHANGE IN ECD 
IMT-IMPLANTED EYES IMT-002 

APPENDIX TABLE 12 ECD AND'PERCENT CHANGE IN ECD %-MONTH CONSISTENT COHORT 
IMT-IMPLANTED EYES IMT-002 

APPENDIX TABLE 13 ECD AND PERCENT CHANGE IN ECD IMT-IMPLANTED EYES 
IMT-002-LTM 

APPENDIX TABLE 14 ECD AND PERCENT CHANGE IN ECD  MONTH CONSISTENT COHORT 
IMT-IMPLANTED EYES 
IMT-002-LTM 

APPENDIX TABLE 15 - ECD STRATIFIED BY GUTTATA 
IMT-IMPLANTED EYES 
IMT-002 

CII 

APPENDIX TABLE 16 PERCENT CHANGE IN ECD STRATIFIED BY GUTTATA 
IMT-IMPLANTED EYES 
IMT-002 



APPENDIX TABLE 17 ECD STRATIFIED BY GUTTATA 
IMT-IMPLANTED EYES 
IMT-002-LTM 

APPENDIX TABLE 18 PERCENT CHANGE IN ECD STRATIFIED BY GUTTATA 
IMT-IMPLANTED EYES 
IMT-002-LTM 

APPENDIX TABLE 19 ECD AND PERCENT CHANGE IN ECD 48-MONTH CONSISTENT COHORT OF 
NON-GUTTATA 
IMT-IMPLANTED EYES 
'MT-002-LTM 

APPENDIX~ABLE 20 ECD STRATIFIED BY ACD NON-GUTTATA 
IMT-IMPLANTED EYES 
IMT-002 

APPENDIX TABLE 2 1 PERCENT CHANGE IN ECD STRATIFIED BY ACD NON-GUTTATA 
IMT-IMPLANTED EYES 
IMT-002 

APPENDIX TABLE 22 ECD STRATIFIED BY ACD NON-GUTTATA 
IMT-IMPLANTED EYES 
IMT-002-LTM 

APPENDIX TABLE 23 PERCENT CHANGE IN ECD STRATIFIED BY ACD NON-GUTTATA 
IMT-IMPLANTED EYES 
IMT-002-LTM 

APPENDIX TABLE 24 ECD AND PERCENT CHANGE IN ECD 48-MONTH CONSISTENT COHORT OF 
NON-GUTTATA 
IMT-IMPLANTED EYES WITH ACD 2 3.00 MM 
IMT-002-LTM 

APPENDIX TABLE 25 ECD STRATIFIED BY SURGEON SPECIALTY NON-GUTTATA 
IMT-IMPLANTED EYES 
IMT-002 

APPENDIX TABLE 26 PERCENT CHANGE IN ECD STRATIFIED BY SURGEON SPECIALTY NON-GUTTATA 
IMT-IMPLANTED EYES 
IMT-002 - 

APPENDIX TABLE 27 ECD STRATIFIED BY SURGEON SPECIALTY NON-GUTTATA 
IMT-IMPLANTED EYES 
IMT-002-LTM 

PO50034 - IMPLANTABLE MINIATURE TELESCOPE 
E X E C U T I ~  SUMMARY FOR OPHTHALMIC DEVICES ADVISORY PANEL 



APPENDIX TABLE 28 PERCENT CHANGE IN ECD STRATIFIED BY SURGEON SPECIALTY NON-GUTTATA 
IMT-IMPLANTED EYES 
IMT-002-LTM 

APPENDIX TABLE 29 ECD AND PERCENT CHANGE IN ECD 48-MONTH NON-GUTTATA 
CONSISTENT COHORT OF IMT-IMPLANTED EYES IMPLANTED BY CORNEA 
SPECIALIST 
IMT-002-LTM 

APPENDIX TABLE 30 ECD AND PERCENT CHANGE IN ECD FELLOW EYES OF OPERATED EYES 
IMT-002 AND IMT-002-LTM 

--. -- 

APPENDIX TABLE 3 1 ECD AND PERCENT CHANGE IN ECD PHAKIC FELLOW EYES - IMT-002 AND IMT-002-LTM 

APPENDIX TABLE 32 ECD AND PERCENT CHANGE IN ECD PSEUDOPHAKIC FELLOW EYES 
IMT-002 AND IMT-002-LTM 

APPENDIX TABLE 33 ECD <750 CELLS/MM~ BEFORE OR AT 24 MONTHS 
IMT-IMPLANTED EYES 

APPENDIX TABLE 34 ECD <750 CELLS/MM~ AT 36 OR 48 MONTHS 
IMT-IMPLANTED EYES 

APPENDIX TABLE 35 ECD ~ ~ ~ C E L L S / M M ~  BEFORE OR AT 24 MONTHS 
IMT-IMPLANTED EYES 

APPENDIX TABLE 36 ECD 000 CELLS/MM~ AT 36 OR 48 MONTHS 
IMT-IMPLANTED EYES 
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APPENDIX TABLE 5 
ECD, PERCENT CHANGE IN ECD, AND PERCENT CHANGE IN ECD BETWEEN CONSECUTIVE VISITS 

IMT-IMPLANTED EYES 
IMT-002 AND IMT-002-LTM I 

N =number of eyes with non- ssing data. "t 

PO50034 - IMPLANTABLE MINIATURE TELESCOPE APPENDIX 2 
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APPENDIX TABLE 6 
ECD, PERCENT CHANGE IN ECD, AND ANNUALIZED PERCENT C H A ~ G E  IN ECD 

IMT-IMPLANTED EYES 
IMT-002 AND IMT-002-LTM i 

1 Mean -25% 1 -2% I -7% -2% 1 1 

I Mean -3% -2% -3% -3% 
95% CI -5%, -2% -4%, -1% -5%, -1% -7%, 1% 
N = number of eyes with non-missing data. 
Annualized: For each eye, ECD at the end of the interval minus ECD at the beginning of interval, divided by 
number of months between the interval, and multiplied by 12. 
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APPENDIX TABLE 7 
ECD AND PERCENT CHANGE IN ECD 

OPERATED EYES 
IMT-002 

-- 

I 
-- 

I Mean I - 2 Z 8  1 200 1 1936 1891 1 1 8 8 1  1 18871 1 1813 1 

I (0%) (3%) (4%) I (5%) (5%) (7%) (7%) 
N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not 
included in the analyses. 

APPENDIX TABLE 8 
ECD AND PERCENT CHANGE IN ECD 

%MONTH CONSISTENT COHORT 
OPERATED EYES 

IMT-002 

I (0%) I (2%) (3%) I (5%) I (5%) I (7%) I (7%) I 
N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not 
included in the analyses. 
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APPENDIX TABLE 9 
ECD AND PERCENT CHANGE IN ECD 

OPERATED EYES 
IMT-OOZLTM I 

APPENDIX TABLE 10 
ECD AND PERCENT CHANGE IN ECD 

48-MONTH CONSISTENT COHORT 
OPERATED EYES 

IMT-OOZLTM 

ECD < 750 

PO50034 - IMPLANTABLE MINIATURE TELESCOPE 
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N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not included in the analyses. 

0 
(0%) 

I (0%) I (2%) ] (7%) I (7%) I (7%) 

4 
(3%) 

N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not included in the analyses. 
(5%) 

'8 
(7%) 

(7%) 

7 
(6%) 

(2%) I (7%) (9%) 

8 
(7%) 

I I 
(9%) 

11 
(9%) 

3 
(4%) 

9 
(8%) 

7 
(7%) 



APPENDIX TABLE 11 
ECD AND PERCENT CHANGE IN ECD 

IMT-IMPLANTED EYES 
IMT-002 

I (0%) I (3%) 1 (4%) I (5%) 1 (5%) I (7%) I (7%) I 
N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not 
included in the analyses. 

APPENDIX TABLE 12 
ECD AND PERCENT CHANGE IN ECD 

24-MONTH CONSISTENT COHORT 
IMT-IMPLANTED EYES 

IMT-002 

I I I ECD < 750 0 3 5 
I I (0%) I (2%) 1 (3%) I (5%) I (5%) I (7%) I (7%) 
N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not 
included in the analyses. 
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APPENDIX TABLE 13 
ECD AND PERCENT CHANGE IN ECD 

IMT-IMPLANTED EYES 
IMT-002-LTM 

N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not included in the analyses. 

APPENDIX TABLE 14 
ECD AND PERCENT CHANGE IN ECD 

 MONTH CONSISTENT COHORT 
IMT-IMPLANTED EYES 

IMT-002-LTM 

PO50034 - IMPLANTABLE MINIATURE TELESCOPE APPENDIX 2 
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(0%) 
N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not included in the analyses. 

(2%) (7%) (7%) 1 (7%) (5%) (7%) (2%) (7%) (9%) ] 



APPENDIX TABLE 15 
ECD STRATIFIED BY GUTTATA 

IMT-IMPLANTED EYES 
IMT-002 

(0%) I (3%) 1 (4%) I (4%) (4%) 1 (7%) I (7%) j 
N = number of eyes returned for the visit with non-missing data. 
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APPENDIX TABLE 16 
PERCENT CHANGE IN ECD STRATIFIED BY GUTTATA 

IMT-IMPLANTED EYES 
IMT-002 

N = number of eyes returned for the visit with non-missing data. 

APPENDIX TABLE 17 
ECD STRATIFIED BY GUTTATA 

IMT-IMPLANTED EYES 
IMT-002-LTM 

PO50034 - IMPLANTABLE MINIATURE TELESCOPE 
EXECUTIVE SUMMARY FOR OPHTHALMIC DEVICES ADVISORY PANEL 

(0%) I (3%) 
N = number of eyes returned for the visit with non-missing data. 

(7%) (6%) 1 (6%) (9%) I (9%) (5%) (8%) (8%) I 



APPENDIX TABLE 18 
PERCENT CHANGE IN ECD STRATIFIED BY GUTTATA 

IMT-IMPLANTED EYES 
IMT-002-LTM ? 

-- - 
N = number of eyes returned for the visit with non-missing data. 

APPENDIX TABLE 19 
ECD AND PERCENT CHANGE IN ECD 

48-MONTH CONSISTENT COHORT OF NON-GUTTATA 
IMT-IMPLANTED EYES 

IMT-002-LTM 
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APPENDIX TABLE 20 
ECD STRATIFIED BY ACD 

NON-GUTTATA IMT-IMPLANTED EYES 
IMT-002 

N 68 65 65 62 59 55 
Mean 2463 1944 1844 1859 1849 ,1874 1 1745 
95% C I  2376,2549 1801,2088 1690, 1999 ' 1708,201 1 1682,2017 1699,2049 1572,1917 
ECD < 750 0 3 5 3 3 6 7 

I (0%) I (2%) 1 (2%) I (4%) I (4%) I (5%) I (3%) I 
N = number of eyes returned for the visit with non-missing data. 
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APPENDIX TABLE 21 
PERCENT CHANGE IN ECD STRATIFIED BY ACD 

NON-GUTTATA IMT-IMPLANTED EYES 
IMT-002 

I .  I I .", I . . . 

Mean ( -18% 1 -19% -22% 1 -24% 1 -24% 1 -25% 
95% C I  1 -22%, -14% 1 -2396, -15% -26%, -18% 1 -28%, -20% ] -28%, -20% 1 -29%, -21% 
N = number of eyes returned for the visit with non-missing data. 



APPENDIX TABLE 22 
ECD STRATIFIED BY ACD 

NON-GUTTATA IMT-IMPLANTED EYES 
IMT-002-LTM 

A014. Vor. 1. PAGE 157. TARI.E 18.18 

N 44 41 I 42 42 42 4 1 4 1 37 3 1 
Mean 2421 1896 1706 1766 1701 1679 1590 ! 1573 1477 1621 
95% CI  2300,2542 171 1,2081 1504, 1908 1571, 1960 1496, 1907 1475, 1883 1389,1791 1329, 1817 1290, 1664 1400, 1843 
ECD < 750 0 2 5 3 3 6 7 2 4 2 

I I (0%) I (2%) I (3%) I (5%) 1 (5%) I (5%) I (3%) I (3%) I (6%) I (90/0) ] 
N = number of eyes returned for the visit with non-missing data. 

APPENDIX TABLE 23 
PERCENT CHANGE IN ECD STRATIFIED BY ACD 

NON-GUTTATA IMT-IMPLANTED EYES 
IMT-002-LTM 

A014. VOL 1. PAGE 158. TABLE 18.19 

N I 63 

N = number of eyes returned for the visit with non-missing data. 

59 
2037 

. 1887,2187 
1 

Mean 
95% CI 
ECD < 750 
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2577 
2500,2653 

0 

62 
2020 

1882,2158 
2 

6 1 
2007 

1871,2142 
3 

61 62 58 
1910 

1776,2044 
3 

1953 
1812,2094 

2 

1969 
1831,2107 

3 

36 
1843 

1659,2027 
1 

50 45 
1769 

1614,1925 
3 

1704 
1544,1864 

4 



APPENDIX TABLE 24 
ECD AND PERCENT CHANGE IN ECD 

48-MONTH CONSISTENT COHORT OF NON-GUTTATA IMT-IMPLANTED EYES 
WITH ACD 2 3.00 MM 

! 

IMT-002-LTM 
A014, VOL 1, PAGE 159, TABLE 18.20 

1 (0%) 1 (0%) 1 (5%) 1 (9%) 1 (9%) 1 (5%) I (9%) 1 (5%) I (9%) (14%) 1 
N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not included in the analyses. 

4 

PO50034 - IMPLANTABLE MINIATURE TELESCOPE 
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APPENDLX TABLE 25 
ECD STRATIFIED BY SURGEON SPECIALTY 

NON-GUTTATA IMT-IMPLANTED EYES 
IMT-002 

- 1 
(0%) I (2%) (4%) I (2%) I (2%) I (2%) I (2%) I 

N = number of eyes returned for the visit with non-missing data. 

APPENDIX TABLE 26 
PERCENT CHANGE IN ECD STRATIFIED BY SURGEON SPECIALTY 

NON-GUTTATA IMT-IMPLANTED EYES 
IMT-002 

N = number of eyes returned for the visit with non-missing data. 

PO50034 - IMPLANTABLE MINIATURE TELESCOPE APPENDIX 2 
EXECUT~W SUMMARY FOR OPHTHALMIC DEVICES ADVISORY PANEL PAGE 28 



APPENDIX TABLE 27 
ECD STRATIFIED BY SURGEON SPECIALTY 

NON-GUTTATA IMT-IMPLANTED EYES 
IMT-002-LTM 

N = number of eyes returned for the visit with non-missing data. 

N = number of eyes returned for the visit with non-missing data. 
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APPENDIX TABLE 29 
ECD AND PERCENT CHANGE IN ECD 

48-MONTH NON-GUTTATA CONSISTENT COHORT OF 
IMT-IMPLANTED EYES IMPLANTED BY CORNEA SPECIALI~T 

IMT-002-LTM 

PO50034 - I ~ L A N T A B L E  MINIATURE TELESCOPE 
EXECUTIVE SUMMARY FOR OPHTHALMIC DEVICES ADVISORY PANEL 

1 

APPENDIX 2 
PAGE 30 

N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not included in the analyses. 
(0%) 1 (0%) I (0%) (0%) 1 (0%) I (0%) I (0%) (0%) 1 (0%) I (0%) I 



APPENDIX TABLE 30 
ECD AND PERCENT CHANGE IN ECD 
FELLOW EYES OF OPERATED EYES 

IMT-002 AND IMT-OOZLTM 

APPENDIX TABLE 3 1 
ECD AND PERCENT CHANGE IN ECD 

PHAKIC FELLOW EYES 
IMT-002 AND IMT-OOZLTM 

ECD < 750 

PO50034 - IMPLANTABLE MINIATURE TELESCOPE 
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1 

(1%) I (0%) 

1 
(0%) 

N =number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not included in the analyses. 
Phakic Fellow Eyes = Fellow eyes without IOL implants at the beginning of study or during the study. 

(0%) I (0%) I (0%) I (0%) I (0%) I (0%) 

(0%) 

(0%) I (0%) 

0 
(1%) (0%) 

1 
(0%) (0%) (1 %) 

0 
(0%) (2%) 

0 
(2%) 

0 0 2 2 



APPENDIX TABLE 32 
ECD AND PERCENT CHANGE IN ECD 

PSEUDOPHAMC FELLOW EYES 
IMT-002 AND IMT-002-LTM 1 

A014, VOL 1, PAGE 170, TABLE 19.6 
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APPENDIX TABLE 33 
ECD < 750 CELLSIMM' BEFORE OR AT 24 MONTHS 

IMT-IMPLANTED EYES 
A016, PAGE 20, TABLE 1 

L 

APPENDIX TABLE 34 
ECD < 750 CELLSIMM' AT 36 OR 48 MONTHS 

IMT-IMPLANTED EYES 
A0161 PAGE 28, TABLE 7 

I I I I I I I 

MEAN ECD FOR PATIENTS WITH ECD < 750 CELLSIMM~ AT 524 
MONTHS 

A 

I Mean 1 2334 1 1023 1 849 1 783 1 714 1 649 1 651 1 
PATIENTS WITH ECD < 750 CELLSIMM~ AT (24 MONTHS (h! = 20) 

16/20 (80%) I 
ECD after IMT explant was excluded. 
IMT-002 minimum ECD exclusion criteria - ECD < 1600 cells/mm2 

I I 

MEAN ECD FOR PATIENTS WITH ECD < 750 CELLSIMM~ AT 36 OR 48 
MONTHS 

PO50034 - IMPLANTABLE MINIATURE TELESCOPE APPENDIX 2 
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MEAN 

ECD after IMT explant was excluded. 1 

IMT-002 minimum ECD exclusion criteria - ECD < 1600 cells/mm2 

62 I 623 



APPENDIX TABLE 35 
ECD < 1000 CELLS/MM~ BEFORE OR AT 24 MONTHS 

IMT-IMPLANTED EYES 
A016, PAGE 21, TABLE 2 

I I 

ECD after IMT explant was excluded. 
IMT-002 minimum ECD exclusion criteria - ECD < 1600 cells/mm2 

I I 

MEAN ECD FOR PATIENTS WITH ECD < 1000 CELLS/MM~ AT. 3 6 ' 0 ~  48 
MONTFIS 

I I 

MEAN 795 I 802 I 
Excluding records after IMT explant 1 

IMT-002 minimum ECD exclusion 
criteria - ECD < 1600 cells/mm2 
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N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not included in the analyses. 

%Hex < 45 
(stress) 

PO50034 - IMPLANTABLE MINIATURE TELESCOPE APPENDIX 2 
EXECUTIVE SUMMARY FOR OPHTHALMIC DEVICES ADVISORY PANEL PACE 3 6  

N = number of eyes returned for the visit with non-missing data, Only 3 eyes had the 30-month records and they were not 
included in the analyses. 

4 
(2%) 

7 
(4%) 

5 
(3%) 

4 
(2%) 

4 
(2%) 

5 
(3%) 

7 
(4%) 



N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not included in the analyses. 
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(stress) I (1%) I (0%) I (1%) I (0%) I (2%) I (1%) I 
N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not 
included in the analyses. 

(stress) I (2%) I (0%) I (2%) I (0%) I (0%) I (3%) I (1 %) I (1 %) I (0%) I (0%) I 
N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not included in the analyses. 

-- - 
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I I (4%) '1 (3%) I (1%) I (2%) I (3%) I (2%) I (2%) I 
N = number of eyes reurned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not 
included in the analyses. 
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I (0%) I (0%) I (0%) (0%) I (0%) I (0%) I (0%) I (0%) 1 (10%) 1 (2%) I 
N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not included in the analyses. 



(2%) I (4%) I (2%) I (3%) (4%) I (4%) I (3%) I 
N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not 
included in the analyses. 

I I I I 1 
- ~~ ~ 

I cv > 45 (stress) I 2 3 2 2 4 3 6 1 2 1 0 I 
- 1 
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I (2%) I (3%) I (2%) I (2%) I (3%) (3%) I (5%) I (1 %) I (2%) I (0%) I 
N = number of eyes returned for the visit with non-missing data. Only 3 eyes had the 30-month records and they were not included in the analyses. 



N = number of eyes returned for the visit with non-missing data. 
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very small sample size. 
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APPENDIX TABLE 52 
MEAN CENTRAL CORNEAL THICKNESS (CCT), PERCENT CHANGE IN CCT, AND PERCENT CHANGE IN MEAN CCT - 

IMT-IMPLANTED EYES WITH CCT AT BOTH PREOP AND 24 MONTHS (MATCHED PAIRS) 

1 (561 - 554) c 554 x 100% ' I I 
N = number of eyes with non-missing data. 

APPENDIX TABLE 53 
MEAN CENTRAL CORNEAL THICKNESS (CCT), PERCENT CHANGE IN CCT, AND PERCENT CHANGE IN MEAN CCT* 

IMT-IMPLANTED EYES WITH CCT AT BOTH PREOP AND 48 MONTHS (MATCHED PAIRS) 

Mean (SD) I 555 (41) I 563 (68) 

' Percent Ch'ange i n , ~ ~ ~ ~ f r o r n , P r e b ~ ; t o ~ & ~ o ~ t h ~ ' : ~  '+, ' '," 

1 (563 - 555) 1 555 x 100% 1 I 1 
N = number of eyes with non-missing data. 

I 
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N 
Mean (SD) 
Qc;O/! CT 

I 84 
1% (9%) 

I -1%. 3% 



APPENDIX-TABLE 56 OCULAR COMPLICATIONS EYES WITH 
IMT NOT IMPLANTED 
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APPENDIX TABLE 54 
OCULAR COMPLICATIONS OPERATED EYES 

IMT-002 
(PAGE 1 OF 4) 

%=nMx100 .  
The same complication could have been reported for a subject at multiple visits. 
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A014,  VOL 1, PACE 200, TABLE 23 CONTINUED , 
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Endothelial folds 

Flat anterior chamber < 21 days 

Folds in corneal graft 

Glaucoma 

Haze 

Hyphema 

Hypotony 

IMT dislocation (intraoperative) 

IMT removal (intraoperative) 

IMT replacement (interoperative) 

Increased IOP requiring treatment < 7 
days 
Increased IOP 5 15 days 

Iridotomy 5 7 days 
1 

Iris atrophy < 7 days 

Iris damage 

Iris incarceration 

Iris prolapse 

% = n/N x100. 

24 Months 
N=174 

' ~ n < ' ( % )  

18 Months 
- N = d S O ,  

',n- (%$ 

The same complication could have been reported for a subject at multiple visits. 

(0.0%) 
0 

(0.0%) . 
2 

(0.9%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.5%) 
6 

(2.8%) 
I 

(0.5%) 
0 

(00%) 
0 

(0.0%) 
2 

(0.9%) 
0 

(0.0%) 
8 

(3.7%) 
0 

(0.0%) 
6 

. (2.8%) 

12 Months 
N=196 

' n  (%) 

' Interim 
N=114 
n (%).:* 

Ectro~~on o 

Complications Oprative 
N=217 

I 

n (%) ' 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.5%) 
8 

(3.7%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
5 1 

(23.5%) 
2 

(0.9%) 
1 

(0.5%) 
3 

(1.4%) 
6 

(2.8%) 
1 

(0.5%) 
3 

(1.4%) 

A,Cumulativ~ 
' . , N r 2 1 7 - i  
- 'n" vh) 

6 Months 

' i (%)i* 
I 

9 Months . 
N ~ = 2 0 4 , ~ N = 1 9 6 '  

n '  (%) 
o 

Day 1 
N=217 
n . (%I 

2 
(0.0%) 

0 
(0.0%) . 

1 
(0.5%) 

0 
(0.0%) 

0 
(0.0%) 

2 
(0.9%) 

3 
(1.4%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

14 
(6.5%) 

2 
(0.9%) 

0 
(0.0%) 

2 
(0.9%) 

6 
(2.8%) 

1 
(0.5%) 

3 
(1.4%) 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(0.9%) 
0 

(0.0%) 
1 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
6 

(2.8%) 
I 

(0.5%) 
0 

(0.0%) 

3 Months 
N=20,7 
n (%) 

o 

Day 7, 
N=215 

' * n  (%9' 
o 

I Month * 

N=217." 
'n (%) ------ 

(0.0%) 
0 

: (0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(I .O%) 
0 

(0.0%) 
1 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
5 

(2.4%) 
1 

(0.5%) 
.O 

(0.0%) 

o o o I I I  0 o 
(0.0%) 
1 .. 
(Q.5%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

2 
(1 .O%) 

0 
(0.0%) 

1 
(0.5%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

5 
(2.5%) 

1 
(0.5%) 

0 
(0.0%) 

(0.0%) 
1. 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(1 .O%) 
0 

(0.0%) 
0 

(O.O%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(00%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
5 

(2.6%) 
1 

(0.5%) 
0 

(0.0%) 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(1 .O%) 
0 

(0.0%) 
1 -u 0.5% 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
'. 0 

(0.0%) 
0 

(0.0%) 
4 

(2.0%) 
1 

(0.5%) 
0 

(0.0%) 

(0.0%) 
i 0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.6%) 
I 

(0.6%) 
0 

(0.0%) 
1 

1.~ 0.6%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
4 

(2.2%) 
1 

(0.6%) 
0 

- (0.0%) 

(0.0%) 
I 

(0.6%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.6%) 
2 

(1.1%) 
0 

(0.0%) 
1 

- ~ (  0.6%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
4 

(2.3%) 
2 

(1.1%) 
0 

(0.0%) 

(0.9%) 
1 

(0.9%) 
0 

(0.0%) 

(0.9%) 
2 

(0.9%) 
2 

(0.9%) 
1 

(0.9%) 
1 

(0.9%) 
2 

(1.8%) 
1 

(0.9%) 
2 

(1.8%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(1.8%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(1.8%) 
0 

(0.0%) 
2 

(I 3%) 

1 
(0.5%) 

1 
(0.5%) 

2 
(0.9%) 

10 
(4.6%) 

2 
(0.9%) 

1 
(0.5%) 

6 
(2.8%) 

1 
(0.5%) 

59 
(27.2%) 

3 
(1.4%) 

3 
(1.4%) 

4 
(1.8%) 

8 
(3.7%) 

3 
(1.4%) 

12 
(5.5%) 
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Suture rupture 

Uveitis 

Vitreous bulge 
f 

Vitreous hemorrhage 5 7 days I 
Vitreous in anterior chamber -< 7 days 

Vitreous loss 

Vitreous loss - vitrectomy required 

%=nM x100. 
The same complication could have been reported for a subject at multiple visits. 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.5%) 
0 

(0.0%) 
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(0.0%) 
3 

(1.4%) 
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(0.9%) 
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(1 3%) 
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(0.9%) 
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(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 

(0.5%) 
4 

(13%) 
1 

(0.5%) 
I 

(0.5%) 
1 

(0.5%) 
3 

(1.4%) 
3 

(1.4%) 
7 

1 (3.2%) , 



% = n/N x100. 
The same complication could have been reported for a subject at multiple visits. 
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Worsening of subretinal scamng 0 0 0 

Wound leak 

Zonular dehiscence 2 7 days 

0 0 
(0.0%) 

0 
(0.0%) 

1 
(0.5%) 

(0.0%) 
1 

(0.5%) 
1 

(0.5%) 

(0.0%) 
1 

(0.5%) 
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(0.5%) 

(0.0%) 
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(0.0%) 
0 

(0.0%) 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 

(0.0%) 
0 

(0.0%) 
0 
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(0.0%) 
0 

(0.0%) 
0 

(0.0%) 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 

' (0.6%) 
0 

(0.0%) 
0 

(0.0%) 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 

(0.0%) 
1 

(0.9%) 
1 

(0.5%) 
3 

(1.4%) 
1 

(0.9%) (0.5%) 



% = n/N x100. 
The same event could have been reported for a subject at multiple visits. "Pigment deposits on IMT", and "Keratic precipitates on IMT" were combined to "Precipitates or 
deposits on IMT". 
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Uns =Unscheduled Visits. Cum=Cumulative (number of eyes reported with the AE from IMT-002 to IMT-002-LTM). 
% = n/N x100. 
The same event could have been reported for a subject at multiple visits. "Pigment deposits on IMT", and "Keratic precipitates on IMT" were combined to "Precipitates or 
deposits on IMT". 
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% = n/N x100. 
The same event could have been reported for a subject at multiple visits. "Pigment deposits on IMT", and "Keratic precipitates on IMT" were combined to "Precipitates or 
deposits on IMT". 
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days 
Increased IOP I 15 days 
Iris atrophy 7 days 
Iris damage 
Iris incarceration 
Iris prolapse 
Iris transillumination defects I 21 days 
Meibomian gland dysfunction 
Ophthalmic migraine 
Peripapillary hemorrhage 

APPENDIX 2 
PAGE 53 

0 (0.0%) 
0 (0.0%) 
5 (3.9%) 
0 (0.0%) 
2 (1.6%) 
0 (0.0%) 
0 (0.0%) 
0 (0.0%) 
0 (0.0%) 

1 (0.8%) 
1 (0.8%) 
3 (2.3%) 
1 (0.8%) 
2 (1.6%) 
0 (0.0%) 
0 (0.0%) 
0 (0.0%) 

I 
0 (0.0%) 
0 (0.0%) 
2 (1.6%) 
1(0.80/0) - 
0 (0.0%) 
0 (0.0%) 

1 (0.8%) 
1 (0.8%) 
3 (2.3%) 
1 (0.8%) 
1(0,8%) 
1 (0.8%) 

0 (0.0%) I 0 (0.0%) 0 (0.0%) 

0 (0.0%) 
0 (0.0%) 
3 (2.3%) 
1 (0.8%) 
0 (0.0%) 
1 (0.8%) 

0 (0.0%)' 
0 (0.0%) 
2 (1.6%) 

- 1(0.8%) 
. 0 (0.0%) 

0 (0.0%) 
0 (0.0%) 

, 0 (0.0%) 
0 (0.0%) 

0 (0.0%) 
0 (0.0%) 

0 (0.0%) 1 (0.8%) 

0 (0.0%) 
0 (0.0%) 
2 (1.6%) 
1 (0.8%) 
0 (0.0%) 
0 (0.0%) 

0 (0.0%) 
0 (0.0%) 

0 (0.0%) 
0 (0.0%) 

0 (0.0%) 

0 (0.0%) 
0 (0.0%) 

0 (0.0%) 
0 (0.0%) 
2 (1.6%) 
1 (0.8%) 

0 (0.0%) 

0 (0.0%) 
0 (0.0%) 
2 (1.7%) 
1 (0.9%) 

0 (0.0%) 
0 (0.0%) 

0 (0.0%) 
0 (0.0%) 

0 (0.0%) ' 

0 (0.0%) 
0 (0.0%) 
0 (0.0%) 



% = n/N x100. 
The same event could have been reported for a subject at multiple visits. Posterior capsule opacifcation = at least two PC0 reports from Slit Lamp findings at or after 9 
months. "Pigment deposits on IMT", and "Keratic precipitates on IMT" were combined to "Precipitates or deposits on IMT". 
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APPENDIX TABLE 55 (CONTINUED) 
OCULAR COMPLICATIONS 

OPERATED EYES 
IMT-OOZLTM 

(PAGE 6 OF 6 )  

Uns =Unscheduled Visits.1 Cum=Cumulative (number of eyes reported with the AE from IMT-002 to IMT-OOZLTM). 
%=n/N x100. 1 
The same event could have been reported for a subject at multiple visits. "Pigment deposits on IMT", and "Keratic precipitates on IMT" were combined to "Precipitates or 
deposits on IMT". 
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APPENDIX TABLE 56 
OCUL~R COMPLICATIONS * 

E Y E ~  WITH IMT NOT IMPLANTED (N=ll) 
A014, VOL 1, PAGE 213, TABLE 27 
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OCULAR AND NON-OCULAR ADVERSE EVENTS 

APPENDIX TABLE 58 OCULAR ADVERSE EVENTS 
OPERATED EYES 
IMT-002-LTM 

- .... 
DATA LISTINGS DATA LISTING FOR IMT-IMPLANTED EYES WITH CORNEAL EDEMA AT 

>3 MONTHS (N=12) - 

APPENDIX TABLE 60 REPORTED NON-OCULAR ADVERSE EVENTS OPERATED EYES ENROLLED IN 
IMT-002-LTM STUDY 
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$$verse Events: 'o '""$:> ?,:? 
I '  . ,&?"'+ " , ~ j "  . -.+. * . ,. 
, * *a "A, " s * ‘  2; 

tff +kt2?': $2 t$~ ***:& <. ,, 
Antenor chamber inflammation > 30 
days 
Anterior ~schem~c optlc neuropathy 

Chorotdal neovascular~zat~on 

Conjunct~v~tis 

Corneal decompensation > 7 days 

Corneal edema > 30 days 

Cyclitlc membrane > 7 days 

Cystold rnacular edema 

Decrease ~n visual acu~ty 

Dev~ce fa~lure 

D~plop~a 

Distorted pupil 

Dry eye 

Entropion 
1 

Exposed suture 

Eye pain 

Flat antenor chamber > 21 days 

Floaters 

%=nMx100. 
The same adverse event could have been reported for a subject at multiple visits. 
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I Focal striae ~ ~ ~ l ~ l ~ O ~ O ~ 0 ~ 0 ~ ~ ~ 0 ~ ~ ~ ~ ~ ~  1 

Foreign body sensation 

Gunae 

IMT d~slocahon 

IMT removal 

Increased IOP requ~ring treatment > 7 
days 
Inflammatory deposits on IMT 

Inflammatory membrane 

Iridotomy > 7 days 

Iris atrophy > 7 days 

Iris transillumination defects > 2 1 days 

Iritis > 30 days 

Keratic precipitates on IMT > 30 days 

Obstructed iridectomv 

.~ ~. 

The same adverse event could have been reported for a subject at multiple visits. 

(0.0%) 
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(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

Ocular allergy i 
Pigment deposits on IMT 

Pigment epithelium around the peripheral 
iridectomy 30 days 
Posterior synechiae 

PO50034 - IMPLANTABLE MINIATURE TELESCOPE APPENDIX 2 
EXECUTIVE SUMMARY FOR OPHTHALMIC DEVICES ~ V I S O R Y  PANEL PAGE 59 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

%=nM x100. 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 

(0.0%) 
0 

(0.0%) 
2 

(0.9%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

- (0.0%) 
0 

(0.0%) 
0 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(0.9%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 

(0.0%) 
0 

(0.0%) 
9 

(4.2%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.5%) 
0 

(0.0%) 
2 

(0.9%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(0.9%) 
0 

(0.0%) 
4 

(1.9%) 

(0.0%) 
5 

(2.3%) 
2 

(0.9%) 
0 

(0.0%) 
0 

(0.0%) 
4 

(1.8%) 
5 

(2.3%) 
0 

- (0.0%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(1 .O%) 
1 

(0.5%) 
1 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.5%) 
0 

(0.0%) 
4 

(1 2%) 

(0.0%) 
2 

(1 .O%) 
5 

(2.4%) 
1 

(0.5%) 
0 

(0.0%) 
4 

(I .9%) 
9 

(4.3%) 
3 

(1.4%) 
0 

(0.0%) 
0 

(0.0%) 
4 

(2.0%) 
7 

(3.4%) 
1 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
3 

(I .4%) 
I 

(0.5%) 
7 

(3.4%) 

(0.0%) 
1 

(0.5%) 
18 

(8.8%) 
1 

(0.5%) 
1 

(0.5%) 
4 

(2.0%) 
9 

(4.4%) 
2 

_ (1.0%) 
0 

(0.0%) 
1 

(0.0%) 
4 

(2.0%) 
8 

(4.1%) 
1 

(0.5%) 
0 

(0.5%) 
0 

(0.0%) 
4 

(2.0%) 
0 

(0.0%) 
9 

(4.4%) 

(0.0%) 
1 

(0.5%) 
2 1 

(10.7%) - 
0 

(0.0%) 
0 

(0.0%) 
3 

(1.5%) 
9 

(4.6%) 
1 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
4 

(2.0%) 
13 

(6.6%) 
I 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
12 

(6.1%) 
0 

(0.0%) 
8 

(4.1%) 

(0.0%) 
1 

(0.5%) 
25 

(12.8%) 
I 

(0.5%) 
0 

(0.0%) 
7 

(3.6%) 
9 

(4.6%) 
0 

(0.0%) 
0 

(0.0%) 
0 

j (0.0%) 
1 4  
j (2.2%) 

I1 
(6.1%) 

0 
(0.0%) 

0 

,(O.O%) 
0 

(0.0%) 
12 

(6.1 %) 
0 

(0.0%) 
8 

(4.1%) 

(0.0%) 
1 

(0.6%) 
24 

(1 3.3%) 
1 

(0.6%) 
1 

(0.6%) 
7 

(3.9%) 
8 

(4.4%) 
4 

(2.2%) 
0 

(0.0%) 
0 

(0.0%) 
3 

(1.7%) 
I I 

(6.3%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
14 

(7.8%) 
0 

(0.0%) 
7 

(3.9%) 

(0.0%) 
2 

(1.1%) 
13 

(7.5%) 
1 

(0.6%) 
0 

(0.0%) 
7 

(4.0%) 
8 

(4.6%) 
I 

(0.6%) 
1 

(0.6%) 
0 

(0.0%) 
7 

(6.1%) 
3 

(2.6%) 
1 

(0.9%) 
8 

(0.0%) 
0 

(0.0%) 
8 

(4.6%) 
0 

(0.0%) 
6 

(3.4%) 

(0.5%) 
9 

(4.1%) 
16 

(7.4%) - 
2 

(0.9%) 
8 

(7.0%) 
3 

(2.6%) 
6 

(5.3%) 
1 

(0.9%) 
1 

(0.9%)' 
2 

(1 3%) 
2 

(1 3%) 
7 

-- (6.1%) 
2 

(1.8%) 
0 

(3.7%) 
7 

(3.2%) 
51 

(23.5%) 
1 

(0.5%) 
3 

(1.4%) 
8 

(3.7%) 
12 

(5.5%) 
12 

~- (5.5%) 
3 

(1.4%) 
1 

(0.0%) 
1 

(0.9%) 
4 

(3.5%) 
0 

(0.0%) 
4 

(3.5%) 

(0.5%) 
1 

(0.5%) 
23 

(10.6%) 
1 

(0.5%) 
15 

(6.9%) 



PO50034 - IMPLANTABLE MINIATURE TELESCOPE APPENDIX 2 
EXECUTIVE SUMMARY FOR OPHTHALMIC DEVICES ADVISORY PANEL PACE 60 

Adver~e~Evenfs - * . * K f , 

." $. + 

rk:' +,>, < ' - , , 
Ptos1s 

Secondary glaucoma 

Subconjunct~val hemorrhage 

Subret~nal hemorrhage 

Synechiae 

Teanng 

Visual disturbance 

Vitreous flare 

Vitreous hemorrhage > 7 days 

Vitreous in antenor chamber > 7 days 

Zonular dehiscence > 7 days 

% = dh' x100. 
The same adverse event could have been reported for a subject at multiple visits. 
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% =n!N x100. 
The same event could have been reported for a subject at multiple visits. "Pigment deposits on IMT", and "Keratic precipitates on IMT" were combined to "Precipitates or 
deposits on IMT". 
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% = n/N x 100. 
The same event could have been reported for a subject at multiple visits. "Pigment deposits on IMT", and "Keratic precipitates on IMT" were combined to "Precipitates or 
deposits on IMT". 
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%=n/NxlOO. 
The same event could have been reported for a subject at multiple visits. "Inflammatory deposits on IMT", "Pigment deposits on IMT", and "Keratic precipitates on IMT" 
were combined to "Precipitates or deposits on IMT", 
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Uns ,=Unscheduled Visits. Cum=Cumulative (number of eyes reported with the AE from IMT-002 to IMT-OOZLTM). 
% = n/N x 100. 
The same event could have been reported for a subject at multiple visits. "Pigment deposits on IMT", and "Keratic precipitates on IMT" were combined to "Precipitates or 
deposits on IMT". 
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DATA LINE LISTING 
EYES WITH CORNEAL EDEMA 

A017 t 

DATA LISTING FOR IMT-IMPLANTED EYES WITH CORNEAL EDEMA AT > 3 MONTHS 
N= 12 

COMMENTS 

Transient corneal edem 
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DATA LISTING FOR IMT-IMPLANTED EYES WITH CORNEAL EDEMA AT > 3 MONTHS 
N=12 7 

Corneal edema 

at 36-month vis 

For Subjec the study investigator documented operative trauma consisting of endothelial touch during implantation, with resulting early change in ECD, and 
early corneal edema (Day 1) as well as late corneal edema leading to corneal decompensation. 
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DATA LISTING FOR IMT-IMPLANTED EYES WITH CORNEAL EDEMA AT > 3 MONTHS 
N = 12 

Corneal edema 

I 

Subjec resenkd with ACD <3.0 mm, surgical order 55, and was operated by a non-cornea specialist, all risk factors for greater endothelial cell loss. 

Iris damage and co-meal touch were reported intraoperatively, with transient corneal edema at Day 1 and Day 7. BCVA improved following surgery through 12 months, 
but decreased over time as a result of corneal edema. ECD had decreased to 529 cells/mm2 at 24 months. At approximately 48 months postoperatively, penetrating 
keratoplasty was performed, and the IMT was left in place. Post-keratoplasty, recovery was uneventful and visual acuity improved very significantly, from 201800 to 
2011 60. 
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DATA LISTING FOR IMT-IMPLANTED EYES WITH CORNEAL EDEMA AT > 3 MONTHS 
N= 12 

In Subjec corneal edema was observed between the 6-month and 9-month visits, and resolved completely, with no corneal edema was observed in this subject 
at 12 and 36 months. ECD remained high at 2336 cellslmm2 at 36 months. 

NB: Review of this case a medical monitor suggests that corneal edema may be inflammatory in nature, or have inflammatory component and can be managed by 
steroids, as evidenced by e good resolution of corneal edema in this eye. I 
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DATA LISTING FOR IMT-IMPLANTED EYES WITH CORNEAL EDEMA AT > 3 MONTHS 
N = 12 t 

A01 7. PAGE 6 

Corneal edema 

ACD <3.0 rnm 
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DATA LISTING FOR IMT-IMPLANTED EYES WITH CORNEAL EDEMA AT > 3 MONTHS 
N=12  

A017. PACE 7 ? 

Corneal Transplant 

resented with ACD <3.0 mm and was operated by a non-cornea specialist, both risk factors for greater endothelial cell loss. 

At the 7 day visit, the corneal incision was secure, and Seidel negative, withlop of 18 mmHg. The anterior chamber was shallow with the IMT surface close to the corneal endothelium. However, the 
subject was not using a protective shield at all times and was not limiting activity, as instructed by the study investigator. 

At the 6 month visit, visual acuity had improved by 4.6 lines. Slit lamp examination revealed normal comea, 1+ folds, no cells and nosflare in the anterior chamber. Endothelial cell density had further 

Centrally, the comea had 2+ endothelial folds. A diagnosis of corneal decompensation was made by the study investigator, most likely attributable to endothelial touch during the first postoperative 
week when the subject as not wearing a shield and not limiting his activity, despite instructions to the contrary. Treatment with Muro 128 was initiated, and the subject underwent corneal 
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DATA LISTING FOR IMT-IMPLANTED EYES WITH CORNEAL EDEMA AT > 3 MONTHS 
N=12 

A017, PACE 9 

Corneal edema 

(1,145 days postop, 
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DATA LISTING FOR IMT-IMPLANTED EYES WITH CORNEAL EDEMA AT > 3 MONTHS 
N=12 

A017, PAGE 10 

cornea corresponding to intermittent touch of the IMT to the endothelium. The position of the N T  was initially managed with the use of 1% pilocarpine, however, 
proper positioning of the IMT was achieved only intermittently. Although the study medical monitor and the sponsor communicated to the study investigator that IMT 
repositioning was not advisable, repositioning of the IMT was attempted. This procedure induced further trauma to the endothelium with corneal touch. 

Following this attempt at repositioning the IMT, there was further deterioration of the cornea, with corneal edema and loss of visual acuity. Corneal transplantation was 
performed approximately 48 months following original placement of the IMT, and the device was left in place. Recovery was uneventful, with a clear graft and good 
visual rehabilitation. 
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DATA LISTING FOR IMT-IMPLANTED EYES WITH CORNEAL EDEMA AT > 3 MONTHS 
N=12 

Subjec ad an anterior chamber depth of <3,0 mm, was an early surgical case (surgical order <5), and the surgery was performed by a non-cornea specialist, all 
risk factors for greater endothelial cell loss. 

NB: Review of this case by a medical monitor suggests fhaf corneal edema may be inflammatoly in nature, or have an inflammatory component and can be managed by 
steroids, as evidenced by the good resolution of corneal edema in this eye. 

f 
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DATA LISTING FOR IMT-IMPLANTED EYES WITH CORNEAL EDEMA AT > 3 MONTHS 
N =  12 

= ACD <3.0 mrn 

COMMENTS: 
Intraoperatively, Subjec-ad extensive complications, including posterior capsule rupture and vitreous loss requiring vitrectomy. This subject had a shallow 
anterior chamber (c3.0 T) at baseline, as well as surgery performed by a non-cornea specialist, both risk factors for greater endothelial cell loss. 

Vitreous was observed i 1 the anterior chamber on Day 7, and was still present at 1 month. At the 1 month visit, iris atrophy and transillumination defects were reported, 
and both of these findings persisted through the available follow-up for this subject. 

I 
1 
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DATA LISTING FOR IMT-IMPLANTED EYES WITH CORNEAL EDEMA AT > 3 MONTHS 
N= 12 

Corneal edema 
reported on 

09/06/06 
(1,043 days postop, 

36 month visit) ' 

Corneal 
edema not 
resolved 

I ACD <3.0 mm 

Definitely Related . Non-comea 
specialist 

COMMENTS: 

Subjec ad a shallow anterior chamber (<3.0 mm) at baseline and were operated by non-cornea specialists, both risk factors for greater endothelial cell loss. 
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DATA LISTING FOR IMT-IMPLANTED EYES WITH CORNEAL EDEMA AT > 3 MONTHS 
N =  12 

- ACD c3.0 rnm 

The postoperative period was uneventful. At three subsequent examinations on November 22,2004, December 16,2004 and February 23,2005, slit lamp examinations revealed 
normal cornea, no endothelial folds, with no cells and no flare in the anterior chamber. Intiaocular pressure was varied from 12 to 22 mmHg. No complications or adverse events 
were reported. 

*post transplant ECD excluded from primary ECD analyses. 
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NON-OCULAR ADVERSE EVENTS 

A014, VOL 1, PAGE 232, TABLE 35 

Abdominal problems 

Angiography-3 stents 

Arrhythmia 

Blood in stool 

Bradycardia 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 

Bronchitis 

CVA 

CVA-TIA 

Cancer 

Cardiac arrest 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 

0 
(0 0%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 

Carotid surgery 0 0 0 0 0 0 0 0 0 0 1 I 
(0.0%) (0.0%) (0 0%) (0.0%) (0.0%) (0.0%) (0.0%) (0.0%) (0.0%) (0.0%) (0.9%) (0.5%) 

Chest pain 0 0 0 0 0 0 0 0 0 0 1 1 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 

Cholecystectomy 
f 

Confusion 

Congestive heart fatlure 

Contusion 

Death 

Decreased mobility 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 

0 
(0.0%) 

0 
(0.0%) 

I 
(0.5%) 

0 
(0.0%) 

0 

%=rl/Nx100. 
The same complication could have been reported for a subject at multiple visits. 
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' 0 
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1 
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(0.0%) 

0 
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(0.0%) 

0 
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(1 -8%) 

5 
(4.4%) 
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(1 3%) 
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1 
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0 .  
(0.0%) 
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(0.0%) 

10 
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(0.5%) 
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(0.9%) 
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10 
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A014 VOL 1 PAGE 233 TABLE 35 CONTINUED 

%=n/NxlOO. 
The same complication could have been reported for a subject at multiple visits. 
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A014, VOL 1, PAGE 234, TABLE 35 CONTINUED 
;:.C~:uylativ<. 
7.'jN,= 217. 
; !3(0/p), :: 

(0.5%) 
0 

". ..-....- I (0.0%) I (0.0%) ( (0.0%) 

0 I 0 I . ~~ 

0 
,* *n,\ ,,. cn,, ,* an,, 

Knee replacement 

';2 Z4 ,Ft$, 
,.N='174. 
, . ( )  , 

(0.0%) 
0 Kidney stones 

0 0 0 0 
,- A",< ,.. *",\ ....,\ ,A As,\ 

Other* 0 0 0 
,- --.. 0 

,- 
0 

,A ,,. --,\ 0 
A*,, 

3 ,. en,, 

, * Including abdominal aorta stent placed, acute diverticulitis, bad reaction to Advil, benign prostate hypertrophy, bone transplant lower gum, carpal tunnel surgery in right hand, combined prostate & bladder surgical 
procedure & hospitalization, enlarged prostate, gallstones - pain, hernia surgery, hospitalization: unknown etiology fever, hospitalized for chest pain, hospitalized for chest pain; ischemic heart disease wl angina, 
irritable bowel syndrome, open heart surgery, osteoporosis, peripheral vascular disease, pinched nerve in back, pulled back muscle, rupture of varicose vein upper lip, s&ew removal from elbow post fracture, septa1 
eviation, and sexually assault. 

,. ; .l"teriip . ., .. 
.v .~N.=.IIA;~,  
i ' .(%) .< 
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' 9,Mo~ths =ijs .';:, i-: 
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(0.0%) 
0 

(0.0%) 
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(0.0%) 

Leg pain 

Myocardial rnfarction 

3 I 
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%=niNxlOO.  
The same complication could have been reported for a subject at multiple visits. 
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% = n/N x100. 
The same event could have been reported for a subject at multiple visits. 
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% = n.N x100. 
The same event could have been reported for a subject at multiple visits. 
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Fractured hip 
Fractured toe 
Headache 
Hematuria 
Hernia 
Hip fracture 
Hospitalization 
, . 1 Hypertension 0 (o.o%~ 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 

=Unscheduled Visits. Cum=Cumulative (number of eyes reported with the AE from IMT-002 to IMT-002-LTM). 
% = n / N  x100. 
The same event could have been reported for a subject at multiple visits. 
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% = n/N x100. 
The same event could have been reported for a subject at multiple visits. 
Other: Including abdominal aorta stent placed, acute diverticulitis, bad reaction to Advil, benign prostate hypertrophy, bone transplant lower gum, combined prostate & 
bladder surgical procedure & hospitalization, gallstones - pain, hospitalization: unknown etiology fever, hospitalized for chest pain, hospitalized for chest pain; ischemic 
heart disease wl angina, osteoporosis, peripheral vascular disease, pinched nerve in back, pulled back muscle, rupture of varicose vein upper lip, screw removal from elbow 
post fracture, septa1 deviation, and sexually assault. 
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Uns 
% = n N  x100. 
The same event could have been reported for a subject at multiple visits. 
Other: Including abdominal aorta stent placed, acute diverticulitis, bad reaction to Advil, benign prostate hypertrophy, bone transplant lower gum, combined prostate & 
bladder surgical procedure & hospitalization, gallstones - pain, hospitalization: unknown etiology fever, hospitalized for chest pain, hospitalized for chest pain; ischemic 
heart disease w/ angina, osteoporosis, peripheral vascular disease, pinched nerve in back, pulled back muscle, rupture of varicose vein upper lip, screw removal from elbow 
post fracture, septa1 deviation, and sexually assault. 
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% = n / N  x100. 
The same event could have b een reported for a subject at multiple visits. 
Other: Including abdominal aorta stent placed, acute diverticulitis, bad reaction to Advil, benign prostate hypertrophy, bone transplant lower gum, combined prostate & 
bladder surgical procedure & hospitalization, gallstones - pain, hospitalization: unknown etiology fever, hospitalized for chest pain, hospitalized for chest pain; ischemic 
heart disease w/ angina, osteoporosis, peripheral vascular disease, pinched nerve in back, pulled back muscle, rupture of varicose vein upper lip, screw removal from elbow 
post fracture, septa1 deviation, and sexually assault. 
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PROTOCOL IMT-002 vs IMT-002-LTM 
BASELINE CHARACTERISTICS, EFFICACY AND ECD 

APPENDIX TABLE 62 RISK FACTORS ON ECD GUTTATA, ACD, SURGEON TRAINING, AND 
SURGICAL ORDER ENROLLED IN IMT-002-LTM VERSUS NOT ENROLLED IN 

- -4-MT-002-LTM IMT-IMPLANTED EYES 

APPENDIX-TABLE 63 SUMMARY OF VISUAL ACUITY EFFECTIVENESS AND SAFETY ENDPOINTS 
ENROLLED IN IMT-002-LTM VERSUS NOT ENROLLED IN IMT-002-LTM 
IMT-IMPLANTED EYES 

APPENDIX TABLE 64' ECD STRATIFIED BY IMT-002-LTM ENROLLMENT ENROLLED IN IMT-002- 
LTM VERSUS NOT ENROLLED IN 
IMT-002-LTM IMT-IMPLANTED EYES 

APPENDIX TABLE 65 PERCENT CHANGE IN ECD STRATIFIED BY IMT-002-LTM ENROLLMENT 
ENROLLED IN IMT-002-LTM VERSUS NOT ENROLLED IN IMT-002-LTM 
IMT-IMPLANTED EYES 
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Gender I I 1 I 1 0.4898 
Female 

Male 
Race - 

Caucasian 
Black 

Hispanic 
Asian 
Other 

Eye Implanted 
Right . 60 46.5% 

Left 69 53.5% 
Age (In Years) 

Mean 
Standard Deviation 

Minimum 
Maximum ( 89 I 93 

1 Fisher's Exact test for gender, race, and eye, and t-test for age. 
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APPENDIX TABLE 62 
R r s ~  FACTORS ON ECD 

GUTTATA, ACD, SURGEON TRAINING, AND SURGICAL ORDER 
ENROLLED IN IMT-002-LTM VERSUS NOT ENROLLED IN IMT-002-LTM 

IMT-IMPLANTED EYES 

1 Fisher's Exact test. 
5 of 11 subjects without a successhl IMT implant were enrolled in the LTM study. Subjects without a 
successful IMT implant were not included in this table. 
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APPENDIX TABLE 63 
SUMMARY OF VISUAL ACUITY EFFECTIVENESS AND SAFETY ENDPOINTS 

ENROLLED IN IMT-OOZLTM VERSUS NOT ENROLLED IN IMT-002-LTM 
IMT-IMPLANTED EYES 

A014, VOL 1, PAGE 251, TABLE 40.3 
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ctiveness Endpoint 
CD V*wJ3CNVA 

VA and no changdoss of BCNVA 
or 

..~2,Ln~.l.ss-of ~CKVA~~!!~O.~~:~~~~~/~~SS.~_B_CO~VP_.. 
Binomial exact p-value for Ha: safety rate < 10% 
>2 lines loss of BCDVA and BCNVA 

>2 lines loss of BCDVA and no change of BCNVA 

>2 lines loss of BCNVA and no change of BCDVA 

Not reported 
Total 

.-..-..--.-m--...-....P_... 
0.0339 

1 (0.8%) O.O%, 
3.8% 

1 (0.8%) O.O%, 
3.8% 

4 (3.3%) 1.1%, 
7.3% 

0 
122 

..----.-....~..-P_.P_.P_. 
0.1500 

1 (1.4Y0) 0.1%; 
6.5% 

0 (0.0%) O.O%, 
4.1% 

3 (4.2%) 1.2%, 
10.6% 

1 
72 

.. 
0.0484 

2 (1.7%) 0.3%, 
5.3% 

0 (0.0%) O.O%, 
2.5% 

4 (3.4%) 1.2%, 
7.7% 

0 
116 

........................................ 
0.4888 

1 (1.8%) 0.1%, 
8.1% 

0 (0.0%) O.O%, 
5.1% 

4 (7.0%) 2.4%, 
15.3% 

1 
58 



APPENDIX TABLE 64 
ECD STRATIFIED BY IMT-002-LTM ENROLLMENT 

ENROLLED IN IMT-002-LTM VERSUS NOT ENROLLED IN IMT-002-LTM 
IMT-IMPLANTED EYES 

A014, VoL 1, PAGE 252, TABLE 40.4 

N 123 116 120 119 119 118 114 
Mean 2 5 ~ -  -- 1937 1865 1868 1786 1802 1758 
95% CI 2434,2566 1827,2047 1754,1975 1760,1976 1677,1895 1690,191 5 1644,1873 
ECD < 750 - 0 4 8 7 8 11 11 

I for ECD<750 I I I I I I 1 
N = number of eyes returned for the visit with non-missing data. 
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APPENDIX TABLE 65 
PERCENT CHANGE IN ECD STRATIFIED BY IMT-002-LTM ENROLLMENT 
ENROLLED IN IMT-002-LTM VERSUS NOT ENROLLED IN IMT-002-LTM 

IMT-IMPLANTED EYES 
A014, VOL 1, PAGE 253, TABLE 40.5 

N = number of eyes returned for the visit with non-missing data. 
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