CROSS ALLIANCE

Table 14.2.3.7 Average frequency of daily artificial tears use during the study (Full analysis set)

Dry Eye Severity Level > 2

CONFIDENTIAL

Study report CRO-13-116

Sponsor code NGF0213

Pilot study of rhNGF to treat Dry Eye Disease
Final version 1.0, 02JUL15

Full Analysis Set

Statistics rhNGF 20 pg/mL rhNGF 4 pug/mL Overall
N=9 N=7 N=16
Min 0.07 0.48 0.07
Median 2.833 3.778 3.574
Max 7.52 8.00 8.00

Note: Patients are summarised according to the Investigational Medicinal Product they actually received
Source: Listing 16.2.5.5 - Average frequency of daily artificial tears use during the study
Program: Tables\c116-ex-tbl.sas

Table 14.2.3.7 Average frequency of daily artificial tears use during the study (Full analysis set)

Overall Dry Eye Severity Level

Full Analysis Set

Statistics rhNGF 20 pg/mL rhNGF 4 pg/mL Overall
N=20 N=20 N=40
Day 1 (00:00) - Day 8 (23:59) N 10 12 22
Mean 1.813 1.083 1.415
SD 1.894 1.541 1.709
CV% 104.503 142.284 120.787
Min 0.13 0.13 0.13
Median 0.938 0.500 0.563
Max 5.75 5.13 5.75
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CROSS ALLIANCE

Table 14.2.3.7 Average frequency of daily artificial tears use during the study (Full analysis set)

Overall Dry Eye Severity Level

CONFIDENTIAL

Study report CRO-13-116
Sponsor code NGF0213

Pilot study of rhNGF to treat Dry Eye Disease

Full Analysis Set

Final version 1.0, 02JUL15

Statistics rhNGF 20 pg/mL rhNGF 4 pug/mL Overall
N=20 N=20 N=40
Day 9 (00:00) - Day 29 (23:59) N 10 13 23
Mean 2.133 1.271 1.646
SD 2.814 1.334 2.098
CV% 131.895 104.948 127.447
Min 0.05 0.05 0.05
Median 0.810 0.571 0.571
Max 7.71 4.33 7.71
Day 30 (00:00) - Day 56 (23:59) N 11 12 23
Mean 2.869 2.460 2.655
SD 2.961 2.860 2.849
CV% 103.221 116.275 107.309
Min 0.04 0.07 0.04
Median 1.852 1.130 1.481
Max 7.85 8.00 8.00

Note: Patients are summarised according to the Investigational Medicinal Product they actually received
Source: Listing 16.2.5.5 - Average frequency of daily artificial tears use during the study

Program: Tables\c116-ex-tbl.sas

CROSS S.A.

Page 2804
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Table 14.2.3.8  Average frequency of daily artificial tears use during the study (Per protocol set)

Overall Dry Eye Severity Level

S ALLIANC

Organ

CONFIDENTIAL

Study report CRO-13-116
Sponsor code NGF0213

Pilot study of rhNGF to treat Dry Eye Disease

Per Protocol Set

Final version 1.0, 02JUL15

Statistics rhNGF 20 pg/mL rhNGF 4 pg/mL Overall
N=14 N=16 N=30
Day 1 (00:00) - Day 8 (23:59) N 7 9 16
Mean 1.929 1.319 1.586
SD 2.164 1.729 1.888
CV% 112.191 131.024 119.037
Min 0.13 0.25 0.13
Median 0.875 0.500 0.563
Max 5.75 5.13 5.75
Day 9 (00:00) - Day 29 (23:59) N 8 9 17
Mean 1.673 1.042 1.339
SD 2.728 1.354 2.068
CV% 163.103 129.911 154.476
Min 0.05 0.05 0.05
Median 0.357 0.381 0.381
Max 7.71 4.33 7.71
Day 30 (00:00) - Day 56 (23:59) N 9 9 18
Mean 2.465 1.506 1.986
SD 2.819 1.509 2.248
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CROSS ALLIANCE

Table 14.2.3.8  Average frequency of daily artificial tears use during the study (Per protocol set)

Overall Dry Eye Severity Level

CONFIDENTIAL

Study report CRO-13-116

Sponsor code NGF0213

Pilot study of rhNGF to treat Dry Eye Disease
Final version 1.0, 02JUL15

Per Protocol Set

Statistics rhNGF 20 pg/mL rhNGF 4 pug/mL Overall
N=14 N=16 N=30
CV% 114.346 100.188 113.217
Min 0.04 0.07 0.04
Median 1.481 1.074 1.130
Max 7.85 422 7.85

Note: Patients are summarised according to the Investigational Medicinal Product they actually received
Source: Listing 16.2.5.5 - Average frequency of daily artificial tears use during the study
Program: Tables\c116-ex-tbl.sas
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