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TABLE 1 
DEMOGRAPHIC AND BASELINE CHARACTERISTICS 

OPERATED SUBJECTS (N=217) 
- - - - - - - 

217 Eyes.of.217 Operated Subjects .- 
' ,  + , I Number I Percentake 

Gender 

Hispanic 
Asian 

Age (In Years) 
Mean (SD) 
Minimum 
Maximum 

Anterior Chamber Depth 
Mean (SD) 
Minimum 
Maximum 

Type of AMD 
Geographic atrophy (GA) 

Disciform scar 
GA & Drusen 

GA & Disciform scar 
Drusen & Disciform scar 

47.5% 
52.5% 

Female 
Male 

GA & Drusen & Disciform scar I 7 

Race 
Caucasian 208 

Black 1 3  

103 
114 

5 
1 

3.2% 

2.3% 
0.5% 

Best-corrected Visual Acuity 
Mean BCDVA 2013 12 

(Range) (201873,20180) 
Mean BCNVA 638" 2013 15 

(Range) (2011262,20150) 
Mean BCNVA @16" 201260 

201632,20163 (Ftangej ( ) 

75.6 (7.3) 
55 
93 

3.15 (0.38) 
2.48 
4.74 

85 
93 
11 
8 

13 

39.2% 
42.9% 

5.1% 
3.7% 
6.0% 



TABLE 2 
OPERATED EYES WITHOUT IMT PLACEMENT 

IMT-002 

4 
1 
1 

Posterior Capsular Tear 
Zonular Dehiscence 

Choroidal Hemorrhage 



TABLE 3 
AVAILABILITY AND ACCOUNTABILITY 

OPERATED SUBJECTS ( N  = 217) 
IMT-002 



TABLE 4 
AVAILABILITY AND ACCOUNTABILITY 

OPERATED SUBJECTS 
IMT-002 -LTM 

Discontinued (cumulative) 



TABLE 5.1 
MEAN BCVA AT BASELINE, 12 MONTHS AND 24 MONTHS 

IMT-IMPLANTED EYES 
IMT-002 







TABLE 7.1 
SUMMARY OF IMPROVEMENT IN VISUAL ACUITY 

IMT-IMPLANTED EYES 
STRATIFIED BY PREOPERATIVE BCDVA 

22 LINES GAIN OF 
BCDVA OR BCNVA 

a GAINOF I 13.3% (2) 1 47.0% (54) 1 74.2% (46) 1 21.4% (3) 1 43.3% (45) 1 67.3% (37) 
BCDVA AND BCNVA 

. . I '  , BCDVA LINES GAINED "%*  + ? -  < # :  2 , I  I > - 

22 LINES GAIN OF 
BCDVA AND BCNVA 

23 LINES GAIN OF 13.3% (2) BCDVA 60.9% (70) 88.9% (56) 21.4% (3) 54.8% (57) 78.2% (43) 

86.7% (13) 

24L1NEsGm0F I 0.0% (0) 1 39.1% (45) 1 66.7% (42) 1 7.1% ( 1  1 37.5% (39) 1 61.8% (34) BCDVA 

46.7% (7) 

-.,-. .-, I I I I I 

BCNVA LINES G ~ D  8" OR 16" 

86.1% (99) 

69.6% (80) 

98.4% (61) 

22 OF 
BCNVA 
GAIN OF 
BCNVA 

24 GAIN OF 
BCNVA 

25 LINES GAIN OF ,,,, , 

87.1% (54) 

71.4% (10) 

80.0% (12) 

60.0% (9) 

40.0% (6) 

26.7% (4) 

35.7% (5) 

83.7% (87) 

80.9% (93) 

64.3% (74) 

43.5% (50) 

23.5% (27) 

94.5% (52) 

65.4% (68) 74.5% (41) 

87.1% (54) 

75.8% (47) 

61.3% (38) 

38.7% (24) 

64.3% (9) 

50.0% (7) 

28.6% (4) 

14.3% (2) 

77.9% (81) 

58.7% (61) 

41.3% (43) 

21 :2% (22) 

80.0% (44) 

74.5% (41) 

52.7% (29) 

32.7% (1 8) 



TABLE 7.2 
SUMMARY OF IMPROVEMENT IN BCDVA 

IMT-IMPLANTED EYES 
STRATIFIED BY PREOP BCDVA 

IMT-002-LTM 

BCDVA 
a LINES GAIN OF 

BCDVA 
24 LINESGAINOF 

BCDVA 
25 LINES GAIN OF 

1 20172) 1 201127) 1 201181) 1 20179) 1 201134) 1 201197) 1 
Data after IMT explant was excluded. 

BCDVA 
MEAN BCDVA 

95% CI 

12.5% (1) 

12.5% (1) 

0.0% (0) 

20196 
(201128, 

46.8% (22) 

31.9% (15) 

12.8% (6) 

201146 
(201167, 

84.2% (16) 

52.6% (10) 

26.3% (5) 

201225 
(201279, 

10.0% (1) 

10.0% (1) 

0.0% (0) 

20/126 
(201 199, 

51.7% (30) 

25.9% (15) 

5.2% (3) 

53.6% (15) 

39.3% (1 1) 

2 1.4% (6) 

20/152 
(201174, 

20/240 
(201292, 



TABLE 7.3 
BCDVA STRATIFIED BY PREOP BCDVA 

IMT-IMPLANTED EYES 
IMT-OOZLTM 

* ,  , " . ( . ;  ,Overall - ?- - 
... ', , - ' . ' A  

' Mean (95% CI) : &, 

Baseline BCD,VA 
. worse than 20/$00 

&lean (95WCI) , 

201293 (201330,201261) 
201156 (201175,201139) 

N=96  
201302 (201334,20/273) 
201171 (201191,201152) 

Preop BCDVA 
36-Month BCDVA 
48-Month Cohort 
Preop BCDVA 
48-Month BCDVA 

BaSqline BCDVA 
: - 201160 to 201400 
. . Mean (95% CI); 

. . - 

.- i-' 

Data after IMT explant was excluded. 

N =  19 

Baseline BCDVA 20180 
to20116qt - - 

Mean (95%CI) a 

201122 (201148,201101) 
20196 (201128,20172) 

N =  10 
201123 (201143,201107) 
201126 (201199,20179) 

N = 74 N=47 36-Month Cohort N = 8  
201264 (201286,201243) 
201146 (201167,201127) 

N=58  
201266 (201286,201247) 
201152 (201174,201134) 

. . 

201551 (201602,201504) 
201225 (201279,201181) 

N=28  
201542 (201579,201507) 
201240 (201292,201197) 



TABLE 8 
SUMMARY OF IMPROVEMENT IN VISUAL ACUITY 

IMT-IMPLANTED EYES 
STRATIFIED BY IMT MODEL 

IMT-002 



TABLE 9.1 
CUMULATIVE BCDVA IMPROVEMENT FROM BASELINE 

IMT-IMPLANTED EYES 
IMT-002-LTM 

Gain 2 3 lines 
Gain 2 2 lines 
Gain 2 1 lines 
Records after IMT explant excluded 

39 (53%) 
51 (69%) 
63 (85%) 

46 (48%) 
65 (68%) 
75 (78%) 



TABLE 9.2 
MEAN BCDVA AT BASELINE, 36 MONTHS AND 48 MONTHS 

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

BCDVA I ' Baseline - , ' 1  36 Months .I 48 Mouthfs ' 

, . IMT-IhplAtedEyes* Y X .  , - ,  
N I 706 I 74 I 96 

Records after IMT explant excluded 

. . I --- I . . . - 

201171 
(20/191,20/152) 

201156 
(201175,201139) 

Mean 
95% CI 

2013 12 
(201334,201291) 



TABLE 9.3 
BEST CORRECTED DISTANCE VISUAL ACUITY (BCDVA) 

IMT-IMPLANTED SUBJECTS INCLUDING AVAILABLE PARTLAL DATA FOR 
54 AND 60 MONTHS 

IMT-002 AND IMT-002-LTM 

i;,ji(L;B&&lise.: .< $1 .. ,.- t.:4;:'i2,Mo,iths ', , , ,  :; 24 Mhhthg ;: ; !'I "i$j64~&&hs;-,2 i l  .$:: i : ' i ' :~d~th~ ,.. 5 .i:il'.: : ,"'48 M&iths, ;?;. ( ~ , < $ ~ ~ & " ~ t h < ~ , , - : : ,  I',::~~ii6o0'~&&th~~~;.~! 1 ,- 

;.o;N ;? lt; .:;-~i~-h,~+, 1 ::. ~ . ; i $ ~ . , : ~ i ~ ~  .~'; 1 ;$,N ;:I ..; ::..I ,,,* A >  N ., . <I:.+ , , ~ i ~ ~ . ,  _ ; ~ ~ l , ; ~ , p ~ l f .  7 ~ ; ~ & ~ , : ~ . ' l : ~ $  .N ,<,:I .:. ~i~f i . : .  <:I,* :ayl$! M&&:.!; 1:. .&:;I .??:MC~~;!;+ -. . 
I 

IMT-Implanted Eyes 
Mean BCDVA 201312 201141 201149 201156 201174 201171 201171 201103 
(SDlogMAR) 206 (0.214) 193 (0.228) 173 (0.225) 74 (0.221) 104 (0.275) 96 (0.244) 34 (0.254) 6 (0.328) 
Median 2013 17 201138 201152 201145 201159 2011 74 201166 20187 
N = number of eyes returned for the visit with non-missing BCDVA. 



TABLE 10 
CHANGE IN BCDVA FROM BASELINE 

FOLLOWING CATARACT REMOVAL AND IOL IMPLANTATION 



TABLE 11 
CHANGE IN BCDVA FROM PRE-IOL IMPLANT 

IMT EYES WITH IMT REMOVAL POSTOPERATIVELY & WITH IOL IMPLANT 



TABLE 12.1 
BCDVA INCREASE 2 2 OR 2 3 LINES 

FELLOW EYES WITH CATARACT SURGERY AND IOL IMPLANT DURING STUDY 
AND CORRESPONDING IMT-IMPLANTED EYES 

I L 2 Lines 1 20 (90.9%) 1 6 (27.3%) 1 0.0001 I 
2 3 Lines 

BCDVA Change in Fellow Eyes = Change from study baseline to the last available BCDVA 
BCDVA Change in IMT Eyes = Change from study baseline BCDVA to 12-Month BCDVA 

16 (72.7%) 2 (9.1%) 0.0005 



TABLE 12.2 
BCDVA LINE CHANGE FROM BASELINE 

EXTERNAL TELESCOPE AND IMT EYES AT IZMONTHS 
IMT-002 

0.2142 

0.0055 

&.LA 

N = number of eyes with 12-month data. 

<.0001 

0.1984 

2.8 Lines 

3.4 Lines 

0.4 Lines 

2.2X 
External 
Telescope 
12-Month 
2.2X IMT 
Paired 
Difference 

2.9 Lines 

3.0 Lines 

0.1 Lines 

110 

110 

110 

2.7 Lines, 
3.1 Lines 

2.5 Lines, 
3.5 Lines 

-0.4 Lines, 
0.5 Lines 

3.0X 
External 
Telescope 
12-Month 
3.OX IMT 
Paired 
Difference 

3.0X 
3.6 Lines 

4.0 Lines 

0.5 Lines 

83 

83 

83 

3.4 Lines 

4.4 Lines 

0.6 Lines 

3.3 Lines, 
3.8 Lines 

3.6 Lines, 
4.4 Lines 
0.1 Lines, 
0.9 Lines 

<.0001 

0.3727 



TABLE 13.1 
MEAN SCORE CHANGE AT 12 MONTHS 

NEI 25-ITEM VISUAL FUNCTION QUESTIONNAIRE (VFQ-25) 
IMT-002 

I General Health 1 64.0 (60.8,67.1) 1 59.7 (56.4,63.0) 1 -5.1 (-8.1, -2.0) 1 0.0015 1 
VFQ-25 scores on a scale of 0 (low) to 100 (maximum). 
95%CI = 95% Confidence Interval. 
1 P-value for testing that mean VFQ change = 0. 
2 General Health not included in Overall Composite per NEI VFQ-25 scoring guidelines. 



TABLE 13.2 
VFQ-25 SCORE PERCENT OF PATIENTS ACHIEVING 

A CLINICALLY MEANINGFUL 5 POINT CHANGE IN COMPOSITE SCORE 
IMT-IMPLANTED EYES 

IMT-002 



TABLE 13.3 
CHANGE IN VFQ-25 COMPOSITE SCORE FROM BASELINE AT 12 MONTHS 

STRATIFIED BY AGE 
IMT-002 

, " ,;.;:. ': ;: : 4;; ::::." (,,::-:. : ' '.. .;,., ' . ' 

Change. _.  .., . 4VF.Q-25 . .. . , . . . #. . . ,..*.... ,,.: , . . .. . .:.~ .: ,. , 

.. .::..,.; ,.."..>.: .1 .. . ... 
‘:. ,.. ' .; . . .  , ,.:;. .:7i tC75::;. .. : :.:" J-,. .;76 , fb".80; ,. .. % .  . :: ,> 80,; ;.., ,, . 

N 
Mean (SD) 
95% confidence interval for mean1 
Median 
Range 

Comparing %s Among Sub-groups 
1 Fisher's Exact p-value I 0.3415 
N = number of treated eyes returned for the 12-month visit with a non-missing change in VFQ-25 
assessment and age at implant Records after IMT removal were excluded and reported separately. 

Normal distribution approach was used for mean. CI for % was calculated based on Clopper Pearson 
method. 

points 

Comparing VFQ Change from Baseline Among Sub-groups 
P-value of Kruskal-Wallis Test I 0.1364 
n & % of eves with increase 25 27/42 I 24/49 I 27/56 I 22/46 

42 
10.5 

5.7, 15.3 
9.6 

-13.9,45.1 

9 5 %  confidence interval for %I 1 48%, 78% 1 34%, 64% 1 35%, 62% 1 33%, 63% 
(64%) 

49 
6.5 

2.4, 10.6 
4.7 

-17.4,58.3 

(49%) 

56 
3.3 

-0.4,7.0 
4.4 

-3 1.3,48.5 

(48%) I (48%) 

46 
4.7 

0.7, 8.8 
1.3 

-15.2,56.3 



TABLE 13.4 
CHANGE IN VFQ-25 COMPOSITE SCORE FROM BASELINE AT 12 MONTHS 

STRATIFIED BY GENDER 
IMT-002 

Mean (SD) 
95% confidence interval for mean' 
Median 
Range 

P-value of Wilcoxon Test I 0.0267 

Comparing Percentages Between Sub-groups 
Fisher's Exact p-value I 0.1950 

Comparing VFQ Change from Baseline Between Sub-groups 

8.4 
5.4, 11.5 

6.9 
-22.5, 56.3 

n & % of eves with increase 25 53/93 
points 

N = number of treated eyes returned for the 12-month visit with a non- 

3.8 
1.1, 6.5 

3.2 
-31.3,58.3 

471100 

missing change in V F Q - ~ ~  assessment and gender Records after IMT 
removal were excluded and reported separately. 
1 Normal distribution approach was used for mean. CI for % was 

calculated based on Clopper Pearson method. 

95% confidence interval for %I 1 46%, 67% 1 37%, 57% 
(57%) (47%) 



TABLE 13.5 
CHANGE IN VFQ-25 COMPOSITE SCORE FROM BASELINE AT 12 MONTHS 

STRATIFIED BY IMT MODEL 
IMT-002 

Mean (SD) I 5.2 7.1 
95% confidence interval for mean' I 2.8, 7.6 1 3.6, 10.7 

[Median 4.7 1 5.6 1 

points 1 (50%) I (54%) 
95% confidence interval for %' 1 40%, 60% 1 43%, 65% 

Comparing Percentages Between Sub-groups 
Fisher's Exact p-value I 0.6626 I 
N = number of treated eyes returned for the 12-month visit with a non- 
missing change in VFQ-25 assessment and IMT Model Records after 
IMT removal were excluded and reported separately. 

Normal distribution approach was used for mean. CI for % was 
calculated based on Clopper Pearson method. 



TABLE 13.6 
CHANGE IN VFQ-25 COMPOSITE SCORE FROM BASELINE AT 12 MONTHS 

STRATIFIED BY PREOPERATIVE BCDVA 
IMT-002 

N 
Mean (SD) 
95% confidence interval for mean1 
Median 
Range 

P ' - 
Mean (SD) 
95% confidence interval for mean1 
werlign - 
Range 

20 
1.3 

-4.5,7.0 
-0.9 

-22.5.26.9 
Comparing VFQ Change from Baseline Among Sub-groups 

Comparing %s Among Sub-groups 
Fisher's Exact p-value I 0.2383 
N = number of treated eyes returned for the 12-month visit with a non-missing change in 
VFQ-25 assessment and preoperative BCDVA Records after IMT removal were 
excluded and reported separately. 

Normal distribution approach was used for mean. CI for % was calculated based on 
Clopper Pearson method. 

I ,.A 

1.3 
-4.5,7.0 

-n Q 

I -ZZ.5.26.Y 

P-value of Kruskal-Wallis Test 

points 
95% confidence interval for %' 

110 
7.9 

4.8, 10.9 
5.4 

-17.6.58.3 

0.2514 

63 
4.3 

1.7,7.0 
7.0 

-31.3. 19.9 

I . . A  

7.9 
4.8, 10.9 

C A  

1 - 6  8 . 5  

(35%) 
15%, 59% 

n & % of eves with increase 25 

I ,,. 
4.3 

1.7,7.0 
7 11 

I -31.5. 1Y.Y 

7/20 I 5711 10 I 36/63 
(52%) 

42%, 61% 

I 

I 

(57%) 
44%, 70% 



TABLE 13.7 
CHANGE IN VFQ-25 COMPOSITE SCORE FROM BASELINE AT 12 MONTHS 

STRATIFIED BY 12-MONTH VISUAL ACUITY IMPROVEMENT 
IMT-002 

Mean (SD) 6.7 I 6.0 I 1.5 
95% confidence interval for mean1 I 4.2,9.1 1 1.6, 10.4 1 -5.1,8.2 

I Median I 6.6 I 5.6 -0.5 I 
Range 1 -31.3,58.3 1 -14.2,43.1 1 -17.6,35.4 

Comparing VFQ Change from Baseline Among Sub-groups 

Comparing %s Among Sub-groups 
Fisher's Exact p-value I 0.1242 
N = number of treated eyes returned for the 12-month visit with a non-missing change in 
VFQ-25 assessment and 12-Month visual acuity Records after IMT removal were 
excluded and reported separately. ' Normal distribution approach was used for mean. CI for % was calculated based on 

Clopper Pearson method. 

P-value of Kruskal-Wallis Test 

n & % of eyes with increase 25 
points 

0.2677 
771141 I 17/32 I 6/20 

95% confidence interval for %' 1 46%,63% 1 35%,71% 1 12%, 54% 
(55%) I (53%) (30%) 



TABLE 14 
CHANGE FROM PREOPERATIVE IN ADL SCORES 

IMT-IMPLANTED EYES 
IMT-002 

95%CI = 95% Confidence Interval. 
1 P-value for testing that mean ADL change = 0. 



TABLE 15 
PRESERVATION OF BCVA 
OPERATED EYES (N = 217) 

IMT-002 

>2 lines loss of 
BCNVA and no 

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 

_ .............. 

0.2071 

6 (2.8%) 
1.2%, 5.5% 

2 (0.9%) 
0.2%, 3.0% 

9 (4.3%) 
2.2%, 7.3% 

I _ _ _ I _ .  

<.0001 

2 (1.0%) 
0.2%, 3.0% 

0 (0.0%) 
O.O%, 1.4% 

4 (1.9%) 
0.7%, 4.4% 

...... " .......... "." 

0.0064 

2 (1.0%) 
0.2%, 3.1% 

1 (0.5%) 
0.0%,2.3% 

7 (3.4%) 
1.6%, 6.3% 

- 

0.0048 

4 (2.1%) 
0.7%, 4.6% 

2 (1.0%) 
0.2%, 3.2% 

3 (1.5%) 
0.4%, 3.9% 

" 

0.01 14 

'2  (1.0%) 
0.2%, 3.2% 

0 (0.0%) 
O.O%, 1.5% 

8 (4.1%) 
2.1%, 7.3% 

--.. 

0.01 11 

2 (1.1%) 
0.2%, 3.4% 

1 (0.6%) 
0.0%,2.6% 

6 (3.3%) 
1.5%, 6.4% 

.I......... - .... 

0.0587 

3 (1.7%) 
0.5%, 4.4% 

0 (0.0%) 
O.O%, 1.7% 

8 (4.6%) 
2.3%, 8.1% 



Table 16.1 
Loss OF BEST CORRECTED DISTANCE VISUAL ACUITY (BCDVA) 

IMT-IMPLANTED EYES 
IMT-002 

2 N = number of eyes with available data. 



Table 16.2 
Loss OF BEST CORRECTED DISTANCE VISUAL ACUITY (BCDVA) 

FELLOW EYES OF IMT-IMPLANTED EYES 
IMT-002 

( One-sided upper 95% CL' 1 10.7% I 1 1.0% I 11.7% I 14.5% I 13.6% I 
1 CL = exact confidence limit calculated based on ~ 1 o ~ ~ e T ~ a r s o n  method. . . 
2 N = number of eyes with available data. 



Table 17.1 
Loss OF BEST CORRECTED DISTANCE VISUAL ACUITY (BCDVA) 

IMT-IMPLANTED EYES 
IMT-002-LTM 

," I I I I I 

1 CL = exact confidence limit calculated based on Clopper PEarson method. 
2 N = number of eyes with available data. 



Table 17.2 
Loss OF BEST CORRECTED DISTANCE VISUAL ACUITY (BCDVA) 

FELLOW EYES OF IMT-IMPLANTED EYES 
IMT-002-LTM 

1 CL = exact confidence limit calculated based on Clovver PEarson method. 

One-sided upper 95% CL' I 21.8% 

* A  

2 N = number of eyes with available data. 

20.4% 18.3% 
6 96 I 34 N~ I 74 

28.5% 
lo? 

58.2% 



TABLE 18.1 
ECD, PERCENT CHANGE IN ECD, AND ANNUALIZED PERCENT CHANGE IN ECD 

IMT-IMPLANTED EYES 



TABLE 18.2 
ECD, PERCENT CHANGE IN ECD, AND PERCENT CHANGE IN ECD BETWEEN CONSECUTIVE VISITS 

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

-2% 1 -2% 1 -2% Mean I I I 
95% CI I 1 -7%,-1% 1 -4%,1% 1 -12%,-2% 1 N A 1 -6%, 1% 1 -5%, 2% 1 -8%,4% 

I -4% 

N = number of eyes with non-missing data. 

-2% 1 -7% 1 NA 



TABLE 18.3 
ECD AND PERCENT CHANGE IN ECD 

OPERATED EYES 
IMT-002 

I (0%) I (3%) 1 (4%) I (5%) I (5%) I (7%) (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. 



TABLE 18.4 
ECD AND PERCENT CHANGE IN ECD 

24-MONTH CONSISTENT COHORT 
OPERATED EYES 

IMT-002 

I (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%) 1 (3%) (5%) I (5%) (7%) I (7%) I 



TABLE 18.5 
ECD AND PERCENT CHANGE IN ECD 

OPERATED EYES 
IMT-OOZLTM 

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. 



TABLE 18.6 
ECD AND PERCENT CHANGE IN ECD 

48-MONTH CONSISTENT COHORT 
OPERATED EYES 
IMT-OOZLTM 

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. 



TABLE 18.7 
ECD AND PERCENT CHANGE IN ECD 

IMT-IMPLANTED EYES 
IMT-002 

ECD < 750 

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%) 

6 
(3%) 

8 
(4%) 

9 
(5%) 

9 
(5%) 

13 
(7%) 

12 
(7%) 



TABLE 18.8 
ECD AND PERCENT CHANGE IN ECD 

24-MONTH CONSISTENT COHORT 
IMT-IMPLANTED EYES 

IMT-002 

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. 



TABLE 18.9 
ECD AND PERCENT CHANGE IN ECD 

IMT-IMPLANTED EYES 
IMT-OOZLTM 

I I Preop 1. 3 Months ( 6 Months ( 9 Months ( 12Months 'I. 18 Months 1 24 Months I 36Months (.:42c~onths'-(, 48 Months 

I (0%) I (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. 

(7%) I (6%) I (7%) (9%) (10%) I (4%) I (9%) (8%) I 



TABLE 18.10 
ECD AND PERCENT CHANGE IN ECD 

48-MONTH CONSISTENT COHORT 
IMT-IMPLANTED EYES 

IMT-OOZLTM 

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. 



TABLE 18.11 
ECD STRATIFIED BY GUTTATA 

IMT-IMPLANTED EYES 
IMT-002 

. ,,,,. :+.24&.- : 
,Yq.:*_ . !::. .:,.- 
:::>,&~&h . .., 

N 
Mean 
95% CI 
ECD < 750 

Guttata Eyes 

q . ,,..lg .: ;, ., 
3: ,: 2.  JL.k :::- .$:.mo&--i.$ ,. - 

I (0%) I (4%) I (4%) I (8%) (8%) I (9%) 1 (10%) 
* ?4lp " 

;:$#A *: 3@ : $1 :?>7; 1 
" 

$+$%,a n,rY - - :F * ' , e " ~ ~ ~ - ~ ~ ~ ~ f & ~ ~ ; f k ~ ' : -  , - * 

*.?+ .,  ,;,,:.;,:.: ,.$?,> - . .  .: .:., :. ,, - .,. -.. , ,,<, %.>yv- 2 :q..,!, rl 

T,::~b;&G..; .:-&Iehth&.-.: , 

26 
2419 

2242,2596 
0 

--- 

. :, :: i. ;::;;,,;,6 .. " .& 

;. ; ~ ~ ~ t k i - : .  . 
:;..i..":; ..,:;; i : .:< ' 'T. : , . . .,,. . . ,,,.. :;.: ,.. :; .,, ' . .  . . , . , , , 

150 
1848 

1753,1942 
10 

. . ..... Preop . . - . 4.3~;,..,:;.>, ,-. ,,. . *  - . . , . ... 
, , , . . . .Moiit&i 4:; 

26 
1788 

1520,2056 
1 

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

162 
1904 

1815,1993 
7 

N 
Mean 
95% CI 
ECD < 750 

26 
1719 

1476,1963 
1 

158 
1913 

1818,2007 
11 

172 
1970 

1884,2056 
7 

(3%) 

165 
1927 

1841,2013 
7 

180 
2507 

2457,2557 
0 

25 
1651 

1398,1904 
2 

167 
2027 

1940,2114 
5 

(4%) I (4%) (4%) I (7%) I (7%) 

24 
1652 

1365,1938 
2 

22 
1630 

1328,1931 
2 

2 1 
1523 

1248,1798 
2 



TABLE 18.12 
PERCENT CHANGE IN ECD STRATIFIED BY GUTTATA 

IMT-IMPLANTED EYES 
IMT-002 

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



TABLE 18.13 
ECD STRATIFIED BY GUTTATA 

IMT-IMPLANTED EYES 
IMT-002-LTM 

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

$,,z142' . 48 
:: ~ o r b t h  Months ; 

Guttata Eyes 

:,:36 ' 

.l$lonths; 
18. . Y .  

. ,~onth"s 
12 

. Months 
c,:.,,24 " 

. 'Months G' 

9 .  
Months 

,v - .  . I 

v 3 . '. Months 
, , ' Pr'eop 
, ,  . 

6 
. Months 



TABLE 18.14 
PERCENT CHANGE IN ECD STRATIFIED BY GUTTATA 

IMT-IMPLANTED EYES 
IMT-002-LTM 



TABLE 18.15 
ECD AND PERCENT CHANGE IN ECD 

&MONTH CONSISTENT COHORT OF NON-GUTTATA IMT-IMPLANTED EYES 
IMT-OOZLTM 



TABLE 18.16 
ECD STRATIFIED BY ACD 

NON-GUTTATA IMT-IMPLANTED EYES 
IMT-002 



TABLE 18.17 
PERCENT CHANGE IN ECD STRATIFIED BY ACD 

NON-GUTTATA IMT-IMPLANTED EYES 
IMT-002 

, 24 '- 18 

17 UJ OJ 

a , .  " 12 

- I/ %ii"B $yr& Nxr 1 * <4 t .? Pi 
:&qr%#h-&;:-*k.& * * -,,f$ $$ ;+@p :ff&~@@&$$$@$E#g&2$&;f#&yG hjg::4&jpR+g&; :T&*f&kq 

UL 

-25% 
-30%, -20% 

Mean 
95% CI 

N 
Mean 
95% CI 

9 -  * ,  3 * 
" C 

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

103 
-22% 

-26%, -18% 

ACD < 3.0 mm 
h l  I I;< I K C  I L? I <n I CP I 5 5 

Months ' - ~ o n h  ' 
6 ' 

J7 

-25% 
-31%, -20% 

-22% 
-26%, -17% 

102 
-18% 

-22%, -14% 

Months . Months , " .  Months 

-25% 
-31%, -20% 

103 
-24% 

-28%, -20% 

107 
-19% 

-23%, -15% 

Months 

JU 

-25% 
-31%, -19% 

.zu 

-29% 
-35%, -23% 

100 
-24% 

-28%, -20% 

95 
-25% 

-29%, -21% 



TABLE 18.18 
ECD STRATIFIED BY ACD 

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

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



TABLE 18.19 
PERCENT CHANGE IN ECD STRATIFIED BY ACD 

NON-GUTTATA IMT-IMPLANTED EYES 
IMT-OOZLTM 

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



TABLE 18.20 
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 

I Preop I 3 Months I 6 Months 1' , 9 Months 1' 12 Months I 18 Months ( 24 Months 1 .  36 Months 1- '42 Months ' 1  48 Months 
I 



TABLE 18.21 
ECD STRATIFIED BY SURGEON SPECIALTY 

NON-GUTTATA IMT-IMPLANTED EYES 
IMT-002 

ECD 750 0 4 5 6 b 1 u Y 

(0%) (3%) (5%) (9%) (8%) 
i$fp?Eg*xkE;&*&:+;> : " *?"&d~i*t:p~JP3:b$ 
N 53 46 53 46 47 45 4 1 

Mean 2452 2135 2033 2010 1989 1984 1954 

95% CI 2360,2544 1983,2288 1887,2178 1865,2156 1838,2139 1828,2141 1791,2117 
1 1 

ECD < 750 

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

0 
(0%) 

1 
(2%) 

2 

(4%) 
I 

(2%) 
I 

(2%) 
1 

(2%) 
1 

(2%) 



TABLE 18.22 
PERCENT CHANGE IN ECD STRATIFIED BY SURGEON SPECIALTY 

NON-GUTTATA IMT-IMPLANTED EYES 
IMT-002 



TABLE 18.23 
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. 



TABLE 18.24 
PERCENT CHANGE IN 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. 

,,i'-:1G".,48 " ' 

: ?I Months * 

Non-Cornea Specialist 
N I 77 I 7 h  I 77 I 77 I 77 I 74 I 48 I 69 I 57 

:.."& 
e l t ~ o n t h s  z , ,  

.36-; . 
~onths?~s/  

24 ' . 
Months: 

12 - . 
t c ~ o * t h s  '. b 

18 
Months ' 

6. 
~ 6 n t h s  - 

3 
Months. 

9 
Mo&w * 



TABLE 18.25 
ECD AND PERCENT CHANGE IN ECD 

&-MONTH NON-GUTTATA CONSISTENT COHORT OF IMT-IMPLANTED EYES IMPLANTED BY CORNEA SPECIALIST 
IMT-OOZLTM 

. 1 Preop 11 3 Months I 6 Months I 9 Months I':12 Months 1 . l 8  ~onths ' . '~  24Months I '36 ~ohths:' l  .42Montlis i-1 )48 Months:: 
I n I n I a I a I o I o I o I 0 I 9 I 9 

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 



TABLE 19.1 
PAIRED ANALYSIS BETWEEN 12 TO 48 MONTHS FOR THE 

DIFFERENCE IN ECD AND PERCENT CHANGE IN ECD BETWEEN 
IMT-IMPLANTED EYES AND FELLOW EYES 

IMT-002 AND IMT-002-LTM 

1 Mean I -158 I -58 I 99 I 

Subjects without E C D - ~ ~  12 mon& or 48 ~ b n t h s  were excluded. 

Mean I -6% I -3% 3% 
95% CI -1 1%, -1% -6%, 0% I -2%, 9% 
Difference = Fellow Eve - IMT-im~lanted Eve. 



TABLE 19.2 
PAIRED ANALYSIS BETWEEN 12 TO 48 MONTHS FOR THE 

DIFFERENCE IN ECD AND PERCENT CHANGE IN ECD BETWEEN 
IMT-IMPLANTED EYES AND PHAKIC FELLOW EYES 

IMT-002 AND IMT-OOZLTM 

1 Mean 1 -171 I -9 I 162 I 

195% CI I - 13%, 0% I -3%, 2% -2%, 12% 
Difference = Fellow Eye - IMT-implanted Eye. 
Subjects without ECD at 12 months or 48 Months were excluded. 
Phakic Fellow Eyes = Fellow eyes without IOL implants at the begining of study or during the 
study. 



TABLE 19.3 
PAIRED ANALYSIS BETWEEN 12 TO 48 MONTHS FOR THE 

DIFFERENCE IN ECD AND PERCENT CHANGE IN ECD BETWEEN 
IMT-IMPLANTED EYES AND PSEUDOPHAKIC FELLOW EYES 

IMT-002 AND IMT-002-LTM 

Difference = Fellow Eye - IMT-implanted Eye. 
Subjects without ECD at 12 months or 48 Months were excluded. 
Pseudophakic Fellow Eyes = Fellow eyes with IOL implants at the beginning of study or during 
the study. 

Mean I -7% -7% I 0% 
95% C I  -15%, 1% I -14%, 1% -9%, 10% 



TABLE 19.4 
ECD AND PERCENT CHANGE IN ECD 
FELLOW EYES OF OPERATED EYES 

IMT-002 AND IMT-OOZLTM 



TABLE 19.5 
ECD AND PERCENT CHANGE IN ECD 

PHAKIC FELLOW EYES 
IMT-002 AND IMT-002-LTM 

. , 1 Preop I 3 Months . ( 6 Months . ( 9 Months - (.*lZbMonths ' ( :18 Months- I 24 Months ( 36:~ontl&i~;c(i 42'~onths"J;I 38 Montbs ,] 

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



TABLE 19.6 
ECD AND PERCENT CHANGE IN ECD 

PSEUDOPHAKIC FELLOW EYES 
IMT-002 AND 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. 
Phakic Fellow Eyes = Fellow eyes without IOL implants at the beginning of study or during the study. 



TABLE 20.1 
INCIDENCE OF RISK FACTORS IN EYES WITH MEAN ECD < 750 CELLSIMM~ 

IMT-IMPLANTED EYES 
(WITHIN-EYE MEAN FROM 6 TO 48 MONTHS) 

IMT-002 AND IMT-OOZLTM 

Presence of Guttata 
Learning Curve 

(First 5 Eyes of Any Surgeon) 
ACD < 3.0 mm 

Surgeon Specialty 
(Non-cornea Specialist) 

1/10 (10.0%) 
7/10 (70.0%) 

6/10 (60.0%) 
811 0 (80.0%) 



TABLE 20.2 
COMBINATION OF RISK FACTORS IN EYES WITH MEAN ECD < 750 CELLSIMM~ 

IMT-IMPLANTED EYES 
(WITHIN-EYE MEAN FROM 6 TO 48 MONTHS) 

IMT-002 AND IMT-OOZLTM 

One Risk factor 

Three Risk Factors 



TABLE 20.3 
WITHIN-EYE MEAN ECD FOR 6 TO 48 MONTHS 

PREDICTED PROBABILITY OF ECD < 750 CELLSIMM~ 
IMT-IMPLANTED EYES 

IMT-002 AND IMT-002-LTM 

IMT Eves 1 201 11830.6(571.7>1 10 1 5.0% 
Non-Guttata Eyes 175 1861.9 (562.3) 9 5.1% 
Non-Guttata Eyes with 72 1902.1 (545.1) 3 4.2% 
Surgical Order >5 
Non-Guttata Eyes with 
ACD 23 
Non-Guttata Eyes 
Implanted by Cornea 
Specialists 
Non-Guttata Eyes * 

ACD 23 
Implanted by Cornea 
Specialists 
1 Exact confidence interval pt 

I I 

Clopper-Pearson method. 



TABLE 20.4 
WITHIN-EYE MEAN ECD FOR 6 TO 48 MONTHS 

PREDICTED PROBABILITY OF ECD < 1000 CELLS/MM~ 
IMT-IMPLANTED EYES 

IMT-002 AND IMT-002-LTM 

Non-Guttata Eyes with 72 1902.1 (545.1) 5 6.9% 
Surgical Order >5 
Non-Guttata Eyes with 108 1924.9 (5 13.3) 7 6.5% 
ACD 23 
Non-Guttata Eyes 53 1963.4 (524.8) 3 5.7% 
Implanted by Cornea 
Specialists 
Non-Guttata Eyes 36 2008.5 (484.5) 1 
ACD 23 
Implanted by Cornea 
Specialists 
1 Exact confidence interval per Clopper-Pearson method. 



included in the analyses. 





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) (1%) I (0%) I (1%) I (0%) (1 "/o) I (2%) (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. 



(stress) I (2%) 
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%) (2%) (0%) I (0%) (3%) I (1 %) I (1 %) I (0%) (0%) 



+ . ,:" c": ' ? Preop I 3 Months I 6 Months I 9 Months ( ' 12'1Months It.18 Months* I - 24Months- ' 
N I 705 I 197 I 198 I 190 I 186 I 180 I 171 

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. 







included in the analyses. 





Mean I 553 I 552 I 556 I 554 I 558 I 554 I 561 
95% C I  1 548,559 1 546,558 1 550,563 1 547,561 1 549,567 1 547,562 1 553,568 
N = number of eyes returned for the visit with non-missing data. 







Mean I 554 I 553 I 553 I 552 I 554 I 555 I 553 
95% CI 1 549,560 1 548,559 1 548,559 1 547,558 1 548,560 1 549,561 1 547,559 
N = number of eyesreturned for the visit with non-missing data. The 30-month records were excluded in the analyses due to 
vexy small sample size. 





TABLE 21.1 
BI-EXPONENTIAL MODEL FOR ECD 

-axmonth ECDmonth=pxe +qxe-bxmonth +E 

NON-GUTTATA IMT-IMPLANTED EYES WITH ACD 2 3 MM 
BASED ON DATA FROM BASELINE TO 48 MONTHS 

IMT-002 AND IMT-002-LTM 

a 

4 
b 

Annual ECD % Loss (90% CI) based on the slow exponential rate: 3.8% 
(2.0%, 5.5%). 

0.5 
2029.7 
0.003 

0.2 
45.0 

0.001 

0.1 
1941.4 
0.001 

1 .O 
2118.0 
0.005 

2.5 
45.1 
3.5 

0.012 
<.001 
<.001 



TABLE 21.2 
PREDICTED MEAN ECD BASED ON BI-EXPONENTIAL MODEL FOR 

NON-GUTTATA IMT-IMPLANTED EYES WITH ACD 2 3 MM 
BASED ON DATA FROM BASELINE TO 48 MONTHS 

IMT-002 AND IMT-002-LTM 



TABLE 21.3 
PREDICTED PROBABILITY OF ECD LESS THAN THRESHOLD BASED ON 

BI-EXPONENTIAL MODEL FOR 

NON-GUTTATA IMT-IMPLANTED EYES WITH ACD 2 3 MM 
BASED ON DATA FROM BASELINE TO 48 MONTHS 

IMT-002 AND IMT-002-LTM 
(EXCLUDING PREOP RESIDUALS) 

3 Months I 5.0 I 1.6 1 0.1 I 
12 Months 
24 Months 
36 Months 
48 Months 
60 Months 

The empirical frequency of residuals was used to estimate these probabilities. 

7.1 
8.5 
8.9 
9.8 

10.5 

3.2 
4.3 
6.1 
6.9 
7.7 

0.9 
1.3 
1.9 
2.6 
3.5 



TABLE 22.1 
BI-EXPONENTIAL MODEL FOR ECD 

-axmonth ECDmonth=pxe +qxe-bxmonth +E 
IMT-IMPLANTED EYES 

BASED ON DATA FROM BASELINE TO 48 MONTHS 
IMT-002 AND IMT-002-LTM 

Annual ECD % Loss (90% CI) based on the slow exponential rate: 4.8% 
(3.4%, 6.2%). 



TABLE 22.2 
PREDICTED MEAN ECD BASED ON BI-EXPONENTIAL MODEL FOR 

IMT-IMPLANTED EYES 
BASED ON DATA FROM BASELINE TO 48 MONTHS 

IMT-002 AND IMT-002-LTM 



TABLE 22.3 
PREDICTED PROBABILITY OF ECD LESS THAN THRESHOLD 

BASED ON BI-EXPONENTIAL MODEL FOR IMT-IMPLANTED EYES DATA 
BASED ON DATA FROM BASELINE TO 48 MONTHS 

IMT-002 AND IMT-002-LTM 
(EXCLUDING PREOP RESIDUALS) 

s ' I . .  - . % 

." . . ~ r o b h l j i ~ i t ~ ' o f ~ c ~  . - 2  - 
Time I c 1000 " . 5 1 " '  ' -  <750. -, I < 500 

I 3 Months I 7.2 1 2.8 1 0.3 
12 Months I 9.4 5 .O I 1.4 

36 Months 
48 Months 
60 Months 

24 Months I 11.4 6.7 2.6 1 
The empirical frequency of residuals was used to estimate these probabilities. 

13.1 
15.4 
17.4 

8.2 
9.6 
11.4 

3.9 
5.1 
6.7 



TABLE 22.4 
BI-EXPONENTIAL MODEL FOR ECD 

-axmonth 
ECDmonth=pxe +qxe-bxmonth +E 

IMT-IMPLANTED EYES 
BASED ON DATA FROM BASELINE TO 54 MONTHS 

IMT-002 AND IMT-OOZLTM 

Annual ECD % Loss (90% CI) based on the slow exponential rate: 4.8% 
(3.6 %, 6.0 %). 



TABLE 22.5 
PREDICTED MEAN ECD BASED ON BI-EXPONENTIAL MODEL 

IMT-IMPLANTED EYES 
BASED ON DATA FROM BASELINE TO 54 MONTHS 

IMT-002 AND IMT-002-LTM 



TABLE 22.6 
PREDICTED PROBABILITY OF ECD LESS THAN THRESHOLD BASED ON 

BI-EXPONENTIAL MODEL 
IMT-IMPLANTED EYES 

BASED ON DATA FROM BASELINE TO 54 MONTHS 
(EXCLUDING PREOP RESIDUALS) 
IMT-002 AND IMT-OOZLTM 

P&babilit$of ECD t- . . 2 ' +  

;" . Time I < 1000  I * -,. kn5o;c 1 .  4 ' > - < 5 0 0  wt % 

3  Months 
12 Months 
24 Months 
36 Months 
48 Months 
60 Months 

The empirical frequency of residuals was used to estimate these probabilities. 

7.2 
9.4 

11.3 
13.1 
15.3 
17.4 

2.7 
4.9 
6.6 
8.1 
9.6 

11.3 

0.3 
1.4 
2.5 
3.7 
4.9 
6.5 



(2.3%) (0.5%) (0.0%) (0.0%) (0.0%) (0.0Yo) 
Anterior chamber hemorrhage 1 0 0 0 0 0 

(0.5%) (0.0%) (0.0%) (0.0%) (0.0%) (0.0%) 
Anterior segment neovascularization 0 0 0 0 0 0 

(0.0%) (0.0%) (0.0%) (0.0%) (0.0%) (0.0%) 
Anterior synechiae 0 1 1 1 1 2 

(0.0%) (0.5%) (0.5%) (0.5%) (0.5%) (1.0%) 
Bleb 0 0 0 0 0 0 

(0.0%) (0.0%) (0.0%) (0.0%) (0.0%) (0.0%) 
Blepharitis 0 0 0 0 0 2 

(0.0%) (0.0%) (0.0%) (0.0%) (0.0%) (1.0%) 
Blurred vision 0 0 0 0 0 0 

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

(0.0%) (0.0%) (0.0%) (0.0%) (0.0%) (0.0%) 
Choroidal detachment 2 1 1 0 0 0 

(0.9%) (0.5%) (0.5%) (0.0%) (0.0%) (0.0%) 
Choroidal hemorrhage 1 1 1 1 1 0 

(0.5%) (0.5%) (0.5%) (0.5%) (0.5%) (0.0%) 
Conjunctival injection 0 0 0 0 3 1 

(0.0%) (0.0%) (0.0%) (0.0%) (1.4%) (0.5%) 
Corneal abrasion 0 3 4 4 0 2 

(0.0%) (1.4%) (1.9%) (1.8%) (0.0%) (1 .OYo) 
Corneal edema < 30 days 0 14 7 3 0 0 

(0.0%) (6.5%) (3.3%) (1.4%) (0.0%) (0.0%) 
Corneal endothelial touch 2 2 0 0 0 0 

(0.9%) (0.9%) (0.0%) (0.0%) (0.0%) (0.0%) 
Cortical remnants 1 1 1 1 2 0 

(0.5%) (0.5%) (0.5%) (0.5%) (1.0%) (0.0%) 
Cyclitic membrane < 7 days 0 0 1 0 0 0 

(0.0%) (0.0%) (0.5%) (0.0%) (0.0%) (0.0%) 
Cyclodialysis cleft 0 0 0 0 0 1 

(0.0%) (0.0%) (0.0%) (0.0%) (0.0%) (0.5%) 
Descemet's membrane separation 3 1 0 0 0 0 

(1.4%) (0.5%) (0.0%) (0.0%) (0.0%) (0.0%) 
%=n/NxlOO. 
The same complication could have been reported for a subject at multiple visits. 



%=n/NxlOO. 
The same complication could have been reported for a subject at multiple visits. 



Page 3 of 4 
Complifa~ons . , 2' 'O'peraave Day 1 -$ Day 7 1 Month 34Months - '6 Months 

' " ) - 9 .  
+: N-217 N=217 ' N=215 N=217 N'-207 N=204 

. , . ? - * ' L ,  . . + - n  (%). n (%) n (%) + n  (YO) n (%) n (%) 

I Iris transillumination defects i 21 days 

1 I r i s  1 30 days 

Ophthalmic migraine 

Peribulbar hemorrhage 

I Penpapillary hemorrhage 

Phthisis 

I Posterior capsular rupture 

Posterior capsule opacification 

Significant anterior chamber bleeding 

Strabismus surgery 

Surgical mydriasis 

Suture rupture 

Uveitis 
(0.0%) (0.0%) (0.0%) (0.0%) (0.0%) 

Vitreous bulge 1 0 0 0 0 
(0.5%) (0.0%) (0.0%) (0.0%) (0.0%) 

Vitreous hemorrhage 1 7  days 0 1 0 0 0 
(0.0%) (0.5%) (0.0%) (0.0%) (0.0Yo) 

Vitreous in anterior chamber I 7 days 0 0 3 0 0 
(0.0%) (0.0%) (1.4%) (0.0%) (0.0%) 

Vitreous loss 3 0 0 0 0 
(1.4%) (0.0%) (0.0%) (0.0%) (0.0%) 

Vitreous loss - vitrectomy required 7 1 0 0 0 
(3.2%) (0.5%) (0.0%) (0.0%) (0.0%) 

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



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

Zonular dehiscence I 7 days 
(0.0%) 

1 
(0.5%) 

(0.5%) 
1 

(0.5%) 

(0.5%) 
1 

(0.5%) 

(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%) 

(0.9%) 
1 

(0.9%) 

(1.4%) 
1 

(0.5%) 



- %  09% fi5.%29;:* 
;:n ?(YaAt 

. ... . . . . 
L 

-- 1 Chalazion I 0 (0.0%) I 0 (0.0%) / 

7 

/+ '  ub 
3 3 ~ , = 7 7  :: 
Qqd,:(o/d)' 

defect I 0 (0.0%) I O(0 

L -..".."A " -."".---- 
Asthenopia 
Blepharitis 

I Coniunctival iniection I 0 (0.0%) I 0 (0.0%) I 

aM '< -  
. $  

";n : ( o / ' ) , ~ ~  

- .  . . . . . . . . - - - . . , - - - , . - ,- -a ,. 

* -.< ,", 
0 (0.0%) 
3 (2.6%) 

%=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". 

8 
0 6  
- n" 4(0/)'~, 

, 42M . 
1 1 3  

J"n4VV(%) ' , 
Events , , * , c ,  

.a:,, , ,; \ - * I  
Y Ir . $ 6 " =  . * .  
'" . X 

,T  .::* , r y "a: , p z  . e ) '. $ 

Afferent pupil .O%) 
Alternating exotropia I 0 (0.0%) I 0 (0.0%) 

- -.-,- 
0 (0.0%) 
2 (2.4%) 

, 54&l . 
n = 3 6 + .  

i n (%) 

24% 
'N=J16 

3 P 4  (%)“ 

0 (0.0%) 
1 (0.9%) 

' :36M ; 5 ;  

- N = 8 f l h .  
Ir-. (%). 

1 (0.9%) 
1 (0.9%) 

Ant~r inr  c v n ~ r h i n ~  I l(09O/,1 1 1 1 °  1(0.9%) 
0 (0.0%) 
3 (2.7%) 
0 (0.0%) 

Uns=Unscheduled Visits. Cum=Cumulative (number of eyes reported with the AE from IMT-002 to IMT-002-LTM). 

1 (0.9%) 
0 (0.0%) 
3 (2.8%) 
0 (0.0%) 
0 (0.0%) 
0 (0.0%) 
0 (0.0%) 

Choroidal detachment I 0 (0.0%) I 0 (0.0%) 
Choroidal hemorrhage I 0 (0.0%) I 0 (0.0%) 

0 (0.0Y0) 
1 (2.8%) 

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%) 

1 

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 (0.0Y0) 
0 (0.0%) 

I (0.8u/o) 
1 (0.8%) 

0 (0.0%) 
1 (1.3%) 
2 (2.6%) 
0 (0.0%) 
0 (0.0%) 
1 (1.3%) 
0 (0.0%) 

3 (2.3%) 
1 (0.8%) 
6 (4.7%) 
1 (0.8%) 
1 (0.8%) 
1 (0.8%) 
2 (1.6%) 



TABLE 24 (CONTINUED) 
OCULAR COMPLICATIONS 

OPERATED EYES 
IMT-002-LTM 

Page 2 of 6 

% = 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". 



% = 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". 



TABLE 24 (CONTINUED) 
OCULAR COMPLICATIONS 

OPERATED EYES 
IMT-OOZLTM 

Page 4 of 6 

Ophthalmic migraine I 0 (0.0%) I 0 (0.0%) I 0 (0.0%) I 0 (0.0%) 1 0 (0.0%) I 0 (0.0%) I 0 (0.0%) I 0 (0.0%) I 0 (0.0%) 
0 ( 0.0% ) ( O ( O . O % ) I O ( O . O % ) I  Peri p p a r y  a ill hemorrha g e I 0 ( 0.0% ) 1 (0.8% ) I  ) I  ) I  ) I  ) 0 (0.0% 0 (0.0% 0 (0.0% 0 (0.0% 

.\ .', , - '.,&.*S +... ;;**#@&sE7&<, i $ ~ ~ > 4 , , c ~ ~ ~ j : ! c  
@cY.,wfi ,-". . , z3%v$~ g2Lwz;$2$$$ n i  

<S~'~VW l,, tq?I-V(I y. .* ,t 3 ,,2- $n:.,.y(~/oj+~;;@ ;dk% 

Increased IOP requiring treatment I 7 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 2 (2.6%) 3 1 (24.0%) 

% = 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". 





TABLE 24 (CONTINUED) 
OCULAR COMPLICATIONS 

OPERATED EYES 
IMT-002-LTM 

Page 6 of 6 

% = 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". 



Page 1 of 2 



Page 2 of 2 
": ,y. > . . - 4  . . , ; . . , - . . ' 

pv.,;> ,' p, ... ... , . ,:.) .. ,. . .:: :. , , 
f$>' '< %,, ,>*r .> . '-. , ;, , . . ,.. i- i '  .. .~..,..: : . 

, ..; , <. :."dl&z; i'y.~',. . . -,,..::; , , .,. . . ..,. . - ..,. .. . :. I s .::; : ..:. .A:!44:" :. . . , , : . , :' 
Increased IOP reauirine treatment I 7 davs 
Increased IOP 1 15 days 
Iridotomy 1 7  days 
Iris atrophy 1 7  days 
Iris damage 
Iris incarceration 
Iris prolapse 
Iris transillumination defects < 21 days 
Iritis < 30 davs 

Phthisis I 1 339.6 I - 0.29 

3 
3 
4 
8 
3 

Ophthalmic migraine 
Peribulbar hemorrhage 
Peripapillary hemorrhage 

~l-:~atk$e$$O~.$$ 
;ji.&r@*3<81:$? ..r., 
:- . :, - @e~sitjr)?4,kl, 

23.72 

~ o i 9 I ; ~ u p b e r  .of.[ 
'Ejres.witb .R&,& ' . $';a .a xa 

59 

12 
8 
2 

, . ~ o ~ a l ~ e r s o o ~ : ~  
I,: ". . , ..yF&F.t.. . . . .  I , . .  .: '.!. 

;, . , . . 
248.7 
337.3 
334.6 
333.7 
328.7 
336.7 

1 
1 
1 

Posterior capsular rupture 
Posterior capsule opacification 
Significant anterior chamber bleeding 
Strabismus surgery 

Vitreous hemorrhage 1 7 days I 1 I 339.4 I 0.29 - 1 

0.89 
0.90 
1.20 
2.43 
0.89 

32 1 .O 
329.1 
338.6 

Surgical mydriasis 
Suture rupture 
Uveitis 
Vitrem~s h i ~ l ~ e  

- 

Vitreous in anterior chamber 1 7 days I 3 335.0 1 -  0.90 
Vitreous loss 3 I 337.8 0.89 

3.74 
2.43 
0.59 

339.1 
339.5 
338.2 

10 
8 
3 
1 

0.29 
0.29 
0.30 

1 
4 
1 
1 

follow-up days up to the date of the reported event for the subjects reported with the corresponding 
event, divided by 365.25. The follow-up day for each subject = last available visit date (or event 
reported date) - surgical date + 1. The "+ 1" was to consider the event reported at the surgical day. 

2 Density = Total Number of Eyes with Reports + Total Person-Year x 100. 

334.0 
333.4 
335.0 
339.5 

Vitreous loss - vitrectomy required 
Watery eyes 
Worsening of subretinal scarring 
Wound leak 
Zonular dehiscence I 7 days 

2.99 
2.40 
0.90 
0.29 

339.0 
336.3 
339.3 
319 4 

0.29 
1.19 
0.29 
0 39 

' Total Person-Year = Sum of follow-up davs for subiects without the corresponding event and the 

7 
3 
1 
3 
1 

336.5 
338.6 
339.6 
337.6 
339.8 

2.08 
0.89 
0.29 
0.89 
0.29 





IMT removal (intraoperative) I 3 I 381.6 I 0.79 

Increased IOP requiring treatment 1 7 days I 31 294.0 10.54 
- -  I 

follow-up days up to the date of the reported event for the subjects reported with the corresponding 
event, divided by 365.25. The follow-up day for each subject = last available visit date (or event 
reported date) - surgical date + 1. The "+ 1" was to consider the event reported at the surgical day. 

2 Density = Total Number of Eyes with Reports t Total Person-Year x 100. 

Increased IOP I 15 days 
Iris atrophy 1 7 days 
Iris damage 
Iris incarceration 

1 
2 
6 
2 

384.1 
381.8 
372.0 
380.8 

0.26 

0.52 
1.61 
0.53 



EYES WITH IMT NOT IMPLANTED (N=ll) 

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



Conjunctivitis 

Corneal decompensation > 7 days 

Corneal edema > 30 days 

Cyclitic membrane > 7 days 

Cystoid macular edema 

Decrease in visual acuity 

Device failure 

Diplopia 

Distorted pupil 

Dry eye 

Entropion 

Exposed suture 

Eye pain 

Flat anterior chamber > 21 days 

Floaters 

(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%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
% = n/N ~ 1 0 0 .  

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(0.9%) 
1 

(0.5%) 
3 

(1.4%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

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

(0.5%) 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(0.9%) 
1 

(0.5%) 
4 

(1.9%) 
1 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(00%) 
1 

(0.5%) 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.5%) 
1 

(0.5%) 
1 

(0.5%) 
0 

(0.0%) 
1 

(0.5%) 
4 

(1.8%) 
1 

(0.5%) 
1 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(0.9%) 

(0.0%) 
1 

(0.5%) 
0 

(0.0%) 
1 

(0.5%) 
1 

(0.5%) 
0 

(0.0%) 
2 

(1.0%) 
0 

(0.0%) 
2 

(1 .O%) 
3 

(1.4%) 
2 

(1 .O%) 
1 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(1.0%) 
0 

(0.0%) 
2 

(1.0%) 
5 

(2.5%) 
2 

(1.0%) 
1 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0% 
0 

(0.0%) 

(0.0%) 
0 

(0.0%) 
2 

(1 .O%) 
1 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(1.0%) 
0 

(0.0%) 
2 

(1.0%) 
4 

(2.0%) 
6 

(3.1%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(1.05%) 
1 

(0.5%) 
0 

(0.0%) 

(0.0%) 
0 

(0.0%) 
2 

(1.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(1 .O%) 
0 

(0.0%) 
2 

(1 .O%) 
4 

(2.0%) 
4 

(2.0%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(1.0%) 
1 

(0.5%) 
1 

(0.5%) 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) . 
2 

(1.1%) 
0 

(0.0%) 
1 

(0.6%) 
4 

(2.2%) 
4 

(2.2%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.6%) 
1 

(0.6%) 
1 

(0.6%) 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
3 

(1.7%) 
0 

(0.0%) 
0 

(0.0%) 
3 

(1.70/0) 
0 

(0.0%) 
2 

(1.1%) 
4 

(2.3%) 
4 

(2.3%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.6%) 
1 

(0.6%) 
1 

(0.6%) 

(0.0%) 
4 

(3.5%) 
0 

(0.0%) 
3 

(2.6%) 
0 

(0.0%) 
0 

(0.0%) 
2 

(1 3%) 
0 

(0.0%) 
2 

(1.8%) 
3 

(2.6%) 
4 

(3.5%) 
1 

(0.9%) 
3 

(2.6%) 
3 

(2.6%) 
0 

(0.0%) 
1 

(0.5%) 
5 

(2.3%) 
2 

(0.9%) 
6 

(2.8%) 
1 

(0.5%) 
1 

(0.5Yo) 
4 

(1.8%) 
2 

(0.9%) 
3 

(1.4%) 
9 

(4.1 yo) 
10 

(4.6%) 
2 

(0.9%) 
3 

(1.4%) 
.3 

(1.4%) 
1 

(0.5%) 
3 

(0.9%) (1.4%) 





% = n/N x100. 
The same adverse event could have been reported for a subject at multiple visits. 



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". 



Uns=Unscheduled Visits. Cum=Cumulative (number of eyes reported with the AE from IMT-002 to IM 
%=n/NxlOO. 
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". 



%=n/N x100. 
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". 

days 
Iridotomy > 7 days 
Iris atrophy > 7 days 
Iris transillumination defects > 21 days 
Iritis > 30 days 
Ocular allergy 
Posterior synechiae 
Precipitates or deposits on IMT 
Ptosis 
Secondary glaucoma 
Uns=Unscheduled Visits. Cum=Cumulative (number of eyes reported with the AE from IMT-002 to IMT-002-LTM). 

0 (0.0%) 
4 (3.4%) 
4 (3.4%) 
1 (0.9%) 
0 (0.0%) 
4 (3.4%) 

19 (16.4%) 
1 (0.9%) 
0 (0.0%) 

0 (0.0%) 
4 (4.8%) 
5 (6.0%) 
0 (0.0%) 
0 (0.0%) 
3 (3.6%) 

11 (13.1%) 
1 (1.2%) 
0 (0.0%) 

0 (0.0%) 
4 (3.5%) 
4 (3.5%) 
0 (0.0%) 
0 (0.0%) 
7 (6.2%) 

16 (14.2%) 
1 (0.9%) 
0 (0.0%) 

0 (0.0%) 
4 (3.8%) 
2 (1.9%) 
0 (0.0%) 
0 (0.0%) 
4 (3.8%) 

19 (17.9%) 
0 (0.0%) 
0 (0.0%) 

0 (0.0%) 
1 (2.8%) 
0 (0.0%) 
0 (0.0%) 
0 (0.0%) 
1 (2.8%) 

5 (13.9%) 
0 (0.0%) 
0 (0.0%) 

0 (0.0%) 
1 (16.7%) 
0 (0.0%) 
0 (0.0%) 
0 (0.0%) 
1 (16.7%) 
1 (16.7%) 
0 (0.0%) 
0 (0.0%) 

0 (0.0%) 
2 (2.6%) 
0 (0.0%) 
5 (6.5%) 
1 (1.3%) 
3 (3.9%) 

12 (15.6%) 
1 (1.3%) 
0 (0.0%) 

2 (1.6%) 
6 (4.7%) 
5 (3.9%) 
9 (7.0%) 
1 (0.8%) 

15 (11.6%) 
49 (38.0%) 

2 (1.6%) 
1 (0.8%) 



Uns=Unscheduled Visits. Cum=Cumulative (number of eyes reported with the AE from IMT-002 to IMT-OOZLTM). 
% = 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". 

Visual disturbance 
Vitreous flare 
Vitreous hemorrhage > 7 days 
Vitreous in anterior chamber > 7 days 
Zonular dehiscence > 7 days 

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

0 (0.0%) 
0 (0.0%) 
0 (0.0%) 
1 (0.9%) 
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%) 
0 (0.0%) 
0 (0.0%) 

1 (1.3%) 
0 (0.0%) 
0 (0.0%) 
0 (0.0%) 
0 (0.0%) 

1 (0.8%) 
1 (0.8%) 
1 (0.8%) 
4 (3.1%) 
1 (0.8%) 



Inflammatory membrane- 1 I 338.6 I 0.30 
3 336.6 0.89 

' Total Person-Year = Sum of follow-up days lor subjects without lhe corresponding e?ent and the 
follow-up days up to the date of the reported event for the subjects reported with the correspondig 
event, divided by 365.25. The follow-up day for each subject = last available visit date (or event 
reported date) - surgical date + 1. The "+ 1" was to consider the event reported at the surgical day. 

2 Density = Total Number of Eyes with Reports a Total Person-Year x 100. 



I Iris atrophy > 7 days 8 1 331.9 1 2.41 I 

Page 2 of 2 
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Iris transillumination defects > 21 days 
Intis > 30 days 
Keratic nrecinitates on TMT > 3 0  davs 

- 
t ~ d ~ . ~ " i n b < d ~ f i  . 

' Ejri; +j* ~.J$.$+: li,^ ,. 
:. 2 R> $*>;:,":;?, 

Obstructed iridectomy 
Ocular allergy 
Pigment deposits on IMT 
Pigment epithelium around the peripheral 

12 
12 
3 

- - 
iridectomi > 30 days 
Posterior synechiae 
Ptosis 
Secondary glaucoma 

I Visual disturbance I 1 I 338.1 1 0.30 I 

l':,~TQ&l: e&&,,-..:. , 

2, . . *; ,+&;I <?:".,f: " 
, , .-. . .:. . . , .,. 

- ; ,..,!- *. ;;', . . G.,. -3, ;;. .. .".., . w , 

1 
1 

23 
1 

Subconjunctival hemorrhage 
Subretinal hemorrhage 
Synechiae 
Tearing 

t . ,~~te: l i ,~ i - l~ ,~~<,  , v,. .. . 
" ':,~@on-jieir :,' 
..:;.. @ dmi-. Q) 2'. ' !  . , . :. , 

326.8 
329.5 
338  1 

15 
4 
2 

3.67 
3.64 
n 89 

338.7 
338.2 
320.0 
339.1 

9 
3 
1 
1 

Vitreous flare 
Vitreous hemorrhage > 7 days 
Vitreous in anterior chamber > 7 days 

follow-up days up to the date of the reported event for the subjects reported with the corresponding 
event, divided by 365.25. The follow-up day for each subject = last available visit date (or event 
reported date) - surgical date + 1. The "+ 1" was to consider the event reported at the surgical day. 

2 Density = Total Number of Eyes with Reports + Total Person-Year x 100. 

0.30 
0.30 
7.19 
0.29 

323.2 
336.3 
336.8 

1 Zonular dehiscence > 7 days I 1 I 340.0 

4.64 
1.19 
0.59 

329.5 
338.8 
338.8 
338  4 

1 
3 
4 

0.29 

2.73 
0.89 
0.30 
0 3 0  

Total Person-Year = Sum of follow-up days for subjects without the corresponding event and the 
I 

338.3 
337.1 
334.4 

0.30 
0.89 
1.20 



IMT-002-LTM 

' Total Person-Year = Sum of follow-up days for subjects without the corresponding event and the 
follow-up days up to the date of the reported event for the subjects reported with the corresponding 
event, divided by 365.25. The follow-up day for each subject = last available visit date (or event 
reported date) - surgical date + 1. The "+ 1" was to consider the event reported at the surgical day. 

* Density = Total Number of Eyes with Reports + Total Person-Year x 100. 



- I Subconjunctival hemorrhage 8 I 364.4 I 2.20 I 

I Vitreous in anterior chamber > 7 days I 4 I 378.6 1 1.06 I 

Subretinal hemorrhage 
Visual disturbance 
Vitreous flare 

I Zonular dehiscence > 7 days 1 385.2 0.26 1 
Total Person-Year = Sum of follow-up days for subjects without the corresponding event and the 
follow-up days up to the date of the reported event for the subjects reported with the corresponding 
event, divided by 365.25. The follow-up day for each subject = last available visit date (or event 
reported date) - surgical date + 1. The "+ 1" was to consider the event reported at the surgical day. 

2 Density = Total Number of Eyes with Reports + Total Person-Year x 100. 

3 
1 
1 

383.5 
383.0 
383.1 

0.78 
0.26 
0.26 



TABLE 32.1 
OCCURRENCES OF LATE CORNEAL EDEMA WITH (EARLY) ECD LOSS (N = 12) 

Preop 1 546 1 2 4 
Cases 

Preop 
3M 
6M 
9M 
12M 
18M 
24M 
42M 
48M 

Preop 
3M 
6M 
9M 
12M 
18M 
24M 
48M 
52M 
60M 
Preop 
3M 
6M 

2 4  
Cases 

First 1-3 
Cases 

2 4  
Cases 

Increased IOP requiring 
treatment 5 7 days 

l+Edema at D7 
l+Edema at 3M 
1 +Edema at 9M 
l+Edema at 12M 
l+Edema at l8M 
2+Edema at 24M 
4+Edema at 36M 
3+Edema at 42M 
4+Edema at 48M 

Increased IOP requiring 
treatment 5 7 days 

2+Edema at D 1 

Iris damage 

2+Edema at Dl 
l+Edema at 1M 
l+Edema at 36M 
l+Edema at 42M 
l+Edema at 48M 

Choroidal hemorrhage, 
vitreous hemorrhage 5 7 

days, intraop. IMT removal 



OCCURRENCES OF LATE CORNEAL EDEMA WITH (EARLY) ECD LOSS (N = 12) 

I 

Post IMT R = Post IMT Remov 

Preop 
3M 
6M 

Post CT 
Post CT 
Post CT 
Post CT 
Post CT 
Post CT 
Post CT 

52M 1 1405 
. Post CT=Post cornea 

3M 542 
6M 559 
9M 567 
12M 633 
18M 662 
24M 716 
36M 658 
42M 724 
48M 633 
Preop 553 
3M 565 
6M 635 
9M 730 
12M 155 
42M 533 
48M 532 

Preop 551 
3M 590 
6M 626 
9M 708 
12M 736 
18M 641 
24M 611 
42M 706 
48M 741 

Preop 565 
3M 585 
6M 590 
9M 596 
12M 599 
18M 605 
24M 640 
36M 655 
42M 770 
48M 534 

ransplant. 

Cases 

2 4  
Cases 

First 1-3 
Cases 

2 4  
Cases 

Precipitates or 
Deposits on IMT 

Anterior synechiae, 
flat anterior chamber 

Increased IOP requiring 
treatment 4 7 days 



026-209 55 Months 
(IMT-002-LTM) 

026-212 36 Months 
(IMT-002-LTM) 

03 1-203 3 Months 
(IMT-002) 

6M 
9M 
12M 
18M 
24M 
36M 
42M 
Preop 
3M 
6M 
9M 
12M 
18M 
24M 
36M 
42M 
Preop 
6M 

Post CT 

Preop 
3M 
6M 
9M 
12M 
18M 
24M 
42M 

Cases l+Edema at D7 
l+Edema at 24M 
l+Edema at 42M 

Cases 

Increased IOP requiring 
treatment 1 7  days 

Vitreous in anterior 
chamber 1 7  days 

2 4  3+Edema at 36M 
Cases 2+Edema at 42M 

1 

First 1-3 1 3+Edema at Dl 
Cases 2+Edema at D7 

l+Edema at 1M 
l+Edema at 3M 
l+Edema at 6M 
3+Edema at 9M 

I I I 1 1 48M 1 622 1 I IMT dislocation, I 
Increased IOP requiring 

treatment 1 7  days, 
iris atrophy 1 7  days 

Post IMT R = Post IMT Removal. Post CT=Post corneal transplant. 



TABLE 32.2 
OCCURRENCES OF LATE CORNEAL EDEMA WITH NO ECD LOSS 

FOLLOWING IMT IMPLANTATION 
m=1) 

(IMT-002) 2694 3~ 602 Cases grade) and iritis 
6M 
9M 
12M 
36M 

2737 
2816 
2434 
2336 

6M 
9M 
12M 
36M 

607 
592 
595 
593 

reported at 7 months. 
Corneal edema not 

observed at 12 and 36 
months. 



TABLE 33 
PREOPERATIVE AND LAST AVAILABLE BCDVA 

EYES THAT UNDERWENT POSTOPERATIVE IMT REMOVAL (N = 12) 

1 (31 Months) 1 (1.48) 1 (1.30) I with IMT. 
001-213 1 05/03/2006 1 201551 1 201726 1 1675 1 1454 1 Patient was dissatisfied 

(3 1 Months) (1.44) (1.56) with IMT. 
004-203 02/24/2005 201502 201276 1772 666 Patient was dissatisfied 

I (22 Months) 1 (1.40) 1 (1.14) I I 1 with IMT. 
008-207 1 04/19/2004 1 201317 1 201289 1 1625 1 1 100 I Patient was dissatisfied 

( (10 Months) 1 (1.20) 1 (1.16) I with IMT. 
008-208 1 06/3012004 1 201219 1 201240 1 2891 1 2199 1 Patient was dissatisfied 

I (12 Months) (1.04) (1.08) with IMT. 
0 10-206 1 0811 612004 20138 1 NAV 1858 NAV Patient was dissatisfied 1 (12 Months) 1 (1.28) 1 I I with IMT. No BCDVA 

reported post IMT 
removal. 

0 12-2 10 02/08/2005 201276 201166 2408 1389 Patient was dissatisfied 
(1 9 Months) (1.14) (0.92) with IMT. 

020-2 10 03/08/2007 201200 NAV 2258 NAV Patient was dissatisfied 
(41 Months) (1 .OO) with IMT. No BCDVA 

reported post IMT . 

removal due to device 
failure (condensation). 
No BCDVA reported 

I post IMT removal. 
I Postoperative IMT 
removal due to device 

\TAV = not available. 



TABLE 33 (CONTINUED) 
PREOPERATIVE AND LAST AVAILABLE BCDVA 

EYES THAT UNDERWENT POSTOPERATIVE IMT REMOVAL (N = 12) 

I I (12 Months) 1 (1.18) 1 (1.24) 1 I I remoial due to corneal I 
I I I I I 1 decompensation, PKP 

031-203 ( 0811012004 1 201551 1 2011002 1 385 1 1857 (Postouerative IMT 

I I (10 Months) 1 (1.44) 1 (1.70) 1 I I rernoial due to corneal I 
decompensation, PKP. 
Last available BCDVA 
was reported 8 days post 
IMT removal 

NAV = not available. 



00 1-209 Pigment deposits on 
YAG laser to Event resolved with no 

Moderate anterior surface of I I T I K T  sequelae 

I I I I I Event resolved with no I 

004-204 

005-20 1 

005-202 

005-203 

Iridotomy 
> 7 days 

Iridotomy 
> 7 days 

Iritis > 30 days 

Pigment epithelium 
around the peripheral 

iridectomy 

0 14-202 

026-203 

Mild 

Mild 

Mild 

Mild 

Decrease in visual 
acuity 

Distorted pupil 

Re-open PI with 
YAG laser 

Re-open PI with 
YAG laser 

Re-open PI with 
YAG laser 

Re-open PI with 
YAG laser 

Moderate 

Event resolved with no 
sequelae 

Event resolved with no 
sequelae 

Event resolved with no 
sequelae 

Event resolved with no 
sequelae 

Moderate 

Cortical fragment 
removed 

sequelae, ie, visual 
acuity improved after 

cortical fragment 

Surgery to repair Event resolved wiUl no 
sequelae 



Blood in stool 

Bradycardia 

Bronchitis 

CVA 

CVA-TIA 

Cancer 

Cardiac arrest 

Carotid surgery 

Chest pain 

Cholecystectomy 

Confusion 

(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 

Congestive heart failure 

Contusion 

Death 

Decreased mobility 

(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 

% = n/N ~ 1 0 0 .  
The same complication could have been reported for a subject at multiple visits. 

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%) 
1 

(0.5%) 
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%) 
1 

(0.5%) 
0 

(0.0%) 
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 
(0.0%) 

0 
(0.0%) 

(1 .O%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
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 
3 0 % )  

1 
(0.5%) 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.5%) 
0 

(0.0%) 
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 
(0.0%) 

0 
(0.0%) 

(0.0%) 
1 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.5%) 
0 

(0.0%) 
0 

(0.0%) 
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%) 
1 

(0.5%) 
1 

(0.5%) 
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 
(0.0%) 

0 
(0.0%) 

(1.1%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.6%) 
2 

(1.1%) 
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 

(1.1Yo) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.6%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

1 
(0.6%) 

1 
(0.6%) 

0 
(0.0%) 

0 
(0.0%) 

(0.9%) 
0 

(0.0%) 
1 

(0.9%) 
0 

(0.0%) 
0 

(0.0Yo) 
2 

(1 3%) 
5 

(4.4%) 
1 

(0.9%) 
1 

(0.9%) 
1 

(0.9%) 
0 

(0.0%) 
1 

(2.3%) 
1 

(0.5%) 
1 

(0.5%) 
4 

(1.8%) 
1 

(0.5%) 
4 

(1.8%) 
12 

(5.5%) 
1 

(0.5%) 
1 

(0.50/0) 
1 

. (0.5%) 
1 

(0.5Yo) 
1 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

0 
(0.0%) 

1 
(0.9%) 

0 
(0.0%) 

10 
(8.8%) 

0 
(0.0%) 

2 
(0.9%) 

1 
(0.5%) 

10 
(4.6%) 

1 
(0.5%) 



Fractured femur 

Fractured heel bone 
-- 
Fractured hip 

Fractured toe 

Fractured wrist 

Headache 

Hearing loss 

Hematuria 

Hip replacement 

Hospitalization 

Hypercholesterolemia 

Hypertension 

Hypotension 

Incontinence 

Infection 

%=n/NxlOO. 
The same complication could have been reported for a subject at multiple visits. 

(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 

(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 

(0.0%) 
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%) 
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%) 
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 

(0.0%) 
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%) 
1 

(0.5%) 
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%) 
1 

(0.5%) 
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 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.5%) 
0 

(0.0%) 
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 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.5%) 

(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%) 
1 

(0.6%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.6%) 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.6%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.6%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) 
1 

(0.6%) 

(0.9%) 
1 

(0.9%) 
1 

(0.9%) 
0 

(0.0%) 
1 

(0.9%) 
1 

(0.9%) 
2 

(1.8%) 
1 

(0.9%) 
1 

(0.9%) 
1 

(0.9%) 
1 

(0.9%) 
0 

(0.0%) 
2 

(1.8%) 
1 

(0.9%) 
1 

(0.9%) 
2 

(0.5%) 
1 

(0.5%) 
1 

(0.5%) 
1 

(0.5%) 
1 

(0.5%) 
1 

(0.5%) 
2 

(0.9%) 
1 

(0.5%) 
1 

(0.5%) 
1 

(0.5%) 
1 

(0.5%) 
1 

(0.5%) 
4 

(1.8%) 
2 

(0.9%) 
1 

(0.5%) 
6 

(1.8%) (2.8%) 



I Inguinal hernia 1 0  

I Kidnev stones 1 0  
I (0.0%) 

Knee revlacement 0 

Leg pain 
0.0% 

Myocardial infarction 
0.0% 

Oxycontin overdose 
(0.0%) 

Pacemaker insertion 0 
(0.0%) 

Pansinusitis 0 
(0.0%) 

Parkinson's disease 0 
(0.0%) 

Periorbital bruising 0 
(0.0%) 

Pneumonia 0 
(0.0%) 

Renal failure 0 
(0.0%) 

Ruptured pseudoaneurysm 0 
(0.0%) 

Scalp hematoma 0 
1 (0.0%) 1 (0.0%) 

Sepsis 0 0 
0.0% 0.0% 

Shingles 
0.0% 0.0% 

Shortness of breath 
0.0% 0.0% 

% = n/N x100. 
The same complication could have been reported for a subject at multiple visits. 
* 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, hemia surgery, hospitalization: unknown etiology fever, hospitalized for chest pain, hospitalized for chest pain; ischemic heart disease w/ angina, 
initable bowel syndrome, open heart surgery, 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 complication could have been reported for a subject at multiple visits. 

- ------ --- 

Spinal stenosis 

Syncope 

Trauma due to fall 

UTI 

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

(0.0%) 
0 

(0.0%) 

(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 

(0.0%) 
0 

(0.0%) 
2 

(I .O%) 

(0.0%) 
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%) 

(0.9%) 
0 

(0.0%) 
1 

(0.9%) 
2 

(1.8%) 
1 

(0.9%) 
1 

(0.9%) 

(0.5%) 
1 

(0.5%) 
1 

(0.5%) 
3 

(1.4%) 
1 

(0.5%) 
3 

(1.4%) 



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

-- 

Brain hemorrhage 
Bronchitis 
CVA-TIA 
Cancer 
Cellulitis 
Chest pain 
Uns=Unscheduled Visits. Cum=Cumulative (number of eyes reported with the AE from IMT-002 to IMT-002-LTM). 

0 (0.0%) 
1 (0.9%) 
0 (0.0%) 
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%) 

0 (0.0%) 
0 (0.0%) 
0 (0.0%) 
2 (1.8%) 
0 (0.0%) 
0 (0.0%) 

0 (0.0%) 
0 (0.0%) 
0 (0.0%) 
2 (1.9%) 
0 (0.0%) 
0 (0.0%) 

0 (0.0%) 
0 (0.0%) 
0 (0.0%) 
1 (2.8%) 
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 (1.3%) 
0 (0.0%) 
1 (1.3%) 
5 (6.5%) 
1 (1.3%) 
1 (1.3%) 

1 (0.8%) 
3 (2.3%) 
2 (1.6%) 
10 (7.8%) 
1 (0.8%) 
1 (0.8%) 



%=n/N x100. 
The same event could have been reported for a subject at multiple visits. 



%=n/N x100. 
The same event could have been reported for a subject at multiple visits. 

Hematuria 
Hernia 
Hip fracture 
Hospitalization 
Hypercholesterolemia 
Hypertension 
Uns=Unscheduled Visits. Cum=Cumulative (number of eyes reported with the AE from IMT-002 to IMT-002-LTM). 

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

1 (0.9%) 
0 (0.0%) 
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%) 
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%) 

1 (1.3%) 
1 (1.3%) 
1 (1.3%) 
1 (1.3%) 
0 (0.0%) 
1 (1.3%) 

1 (0.8%) 
1 (0.8%) 
2 (1.6%) 
1 ( 0 . 8 Y L  
1 (0.8%) 
2 (1.6%) 



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. 
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. 



%=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. 



% = 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. 



TABLE 37.1 
DISTRIBUTION OF EYES IMAGED BY PREOPERATIVE ACD 

~ 3 . 0  mm 80 (39%) 15 (33%) 
(Mean 2.8 mm) 

3.0 mm to 3.5 mm 92 (45%) 24 (53%) 
(Mean 3.2 mm) 

>3.5 mm 34 (16%) 6 (13%) 
(Mean 3.6mm) 



TABLE 37.2 
CENTRAL CLEARANCE FROM ANTERIOR SURFACE OF IMT 

TO THE CORNEAL ENDOTHELIUM 
ALL EYES WITH I m G E S  VS EYES GROUPED BY BASELINE ACD 

SD 

Median 

0.33 

2.53 

0.35 

2.45 

0.3 1 

2.55 

0.38 

2.66 



TABLE 37.3 
PERIPHERAL CLEARANCE FROM ANTERIOR SURFACE OF IMT 

TO THE CORNEAL ENDOTHELIUM 
ALL EYES WITH IMAGES VS EYES GROUPED BY BASELINE ACD 



TABLE 37.4 
COMPARISON OF ACD IN IMT-IMPLANTED EYES AND 

IOL-IMPLANTED FELLOW EYES AT ENTRY INTO PROTOCOL IMT-002 



TABLE 38 
INTRAOCULAR PRESSURE (IOP) AND CHANGE IN IOP FROM BASELINE 

IMT-002 AND IMT-OOZLTM 

TABLE 38 (CONTINUED) 
INTRAOCULAR PRESSURE (IOP) AND CHANGE IN IOP FROM BASELINE 

IMT-002 AND IMT-002-LTM 



TABLE 39 
CURRENT VERSUS PREVIOUS PROPOSED LABELING ELEMENTS 

Proposed indication Proposed indication 

The Implantable Miniature Telescope (IMT by ~ r .  Isaac The Implantable Miniature Telescope (IMTby Isaac 

Lipshitz) is indicated to improve vision by monocular Lipshitz) is indicated for monocular implantation in 
implantation in patients 65 or older with stable patients 255 years of age with: 

moderate (distance BCVA of 5 20180) to 
profound (distance BCVA 2 201800) vision 
impairment caused by bilateral central 
scotornoas associated with end-stage age-related 
macular degeneration. Patients must have: 

bilateral, stable, untreatable moderate to 
retinal findings of geographic atrophy or profound central vision disorders resulting 
disciform scar with foveal involvement, as from age-related macular degeneration as 
determined by fluorescein angiography, determined by fluorescein angiography, 

evidence of cataract, evidence of cataract 

who achieve a five-letter improvement on the 
at least a five-letter improvement on the ETDRS chart in the eye scheduled for surgery 
ETDRS chart with an external telescope, using an external telescope, 

adequate peripheral vision in the eye not 
scheduled for surgery 

. anterior chamber depth < 2.5 mm 

willingness to participate in a postoperative visual who show interest in participating in 
traininglrehabilitation program. postoperative visual rehabilitation program. 



TABLE 39 (CONTINUED) 
CURRENT VERSUS PREVIOUS PROPOSED LABELING ELEMENTS 

I evidence of cornealguttata corneal endothelial dystrophies I contraindicated 

I anterior chamber depth -3.0 mm 1 I 
The IMTis contraindicated in patients who do 
not meet the minimum age and endothelial cell 
density, as shown in the grid below: r 

device is restricted to use only by physicians 
who have participated in the training provided by 
Vision Care 

The IMT is contraindicated in patients 
with endotlzelial cell density less than 
1,600 celvmm2 

Surgery to implant the IMT should be performed only by 
cornea specialists. 

Not specified 

Not specified 

Precaution 

Patients should be advised of the potential risk of loss of 
endothelial cell density, and further advised that 
additional ECD may be lost over time. They should also 
be told that sufficiently large loss of endothelial cell 
density could cause corneal edema leading to cornea 
decompensation possibly requiring corneal 
transplantation. Patients should be advised that it is 
important to have a pre-operative assessment of their 
corneal endothelium. Patients should be given sufficient 
information about the benefits and risks, including ECD 
loss, of the procedure to make a judgment together with 
their physician about whether to undergo the procedure. 

Not specified 



TABLE 40.1 
DEMOGRAPHIC INFORMATION 

SUBJECTS ENROLLED IN IMT-OOZLTM VERSUS 
SUBJECTS NOT ENROLLED IN IMT-OOZLTM 

OPERATED EYES 

1 Gender Female 1 64 1 49.6% 1 39 1 44.3% 1 0.4898 1 

Other 
Eye Implanted 

Right 

Standard Deviation 
Minimum I 

Left 
Age (In Years) 

Mean 

I Maximum I 89 93 
1 Fisher's Exact test for gender, race, and eye, and t-test for age. 

0 

60 
69 

0.0% 

46.5% 
53.5% 

0 

45 
43 I 48.9% 

74.7 

0.0% 

51.1% 

76.8 

0.5803 

0.0402 



TABLE 40.2 
RTSK FACTORS ON ECD 

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

IMT-IMPLANTED EYES 

I With Guttata I 161123 ( 13.0%) I 10183 ( 12.0%) 1 1.0000 1 

Non-Cornea Specialist 
Surgical Order S 5 
0 Risk Factor 

1 Fisher's Exact test. 
5 of 11 subjects without a successful IMT implant were enrolled in the LTM study. Subjects without a 
successful IMT implant were not included in this table. 

1 Risk Factor 
2 Risk Factors 
3 Risk Factors 
4 Risk Factors 

911123 ( 74.0%) 
661123 ( 53.7%) 
131123 ( 10.6%) 
301123 ( 24.4%) 
501123 ( 40.7%) 
251123 ( 20.3%) 
51123 ( 4.1%) 

57/83 ( 68.7%) 
55/83 ( 66.3%) 
4183 ( 4.8%) 

26183 ( 3 1.3%) 
35/83 ( 42.2%) 
14/83 ( 16.9%) 
4/83 ( 4.8%) 

0.4325 
0.0839 
0.5224 



TABLE 40.3 
SUMMARY OF VISUAL ACUITY EFFECTIVENESS AND SAFETY ENDPOINTS 

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



TABLE 40.4 
ECD STRATIFIED BY IMT-OOZLTM ENROLLMENT 

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

I for ECD<750 I I I I I I I 
N = number of eyes returned for the visit with non-missing data. 



TABLE 40.5 
PERCENT CHANGE IN ECD STRATIFIED BY IMT-OOZLTM ENROLLMENT 
ENROLLED IN IMT-OOZLTM VERSUS NOT ENROLLED IN IMT-002-LTM 

IMT-IMPLANTED EYES 

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




