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Table 14.3.5.3 Body weight (Safety set)

CONFIDENTIAL

Study report CRO-13-116

Sponsor code NGF0213
Pilot study of rhNGF to treat Dry Eye Disease
Final version 1.0, 02JUL15

Safety Set
rhNGF 20 pg/mL rhNGF 4 pg/mL Overall
N=20 N=20 N=40
Parameter Visit Statistics Value Change Value Change Value Change
from from from
Baseline Baseline Baseline
Body Weight (kg) Screening - Day -15/-1 N 20 20 40
Mean 70.72 73.23 71.97
SD 8.71 18.34 14.23
CV% 12.32 25.04 19.77
Min 54.5 51.5 51.5
Median 70.00 69.50 70.00
Max 87.0 140.0 140.0
Body Weight (kg) Final Visit - Day 56+4/ETV N 20 20 20 20 40 40
Mean 70.21 -0.51 73.78 0.55 71.99 0.02
SD 8.88 2.80 18.13 1.56 14.20 2.30
CV% 12.65 -554.62 24.57 284.28 19.73 10230.14
Min 54.0 -11.2 52.0 -3.0 52.0 -11.2
Median 69.50 0.00 71.00 0.50 70.00 0.15
Max 86.0 2.0 140.0 4.0 140.0 4.0

Note: Patients are summarised according to the Investigational Medicinal Product they actually received

Baseline: Screening visit assessment
Source: Listing 16.2.9.2 - Body weight
Program: Tables\c116-vs-tbl.sas
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