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5. GENERAL 
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5.4.2

5.5

The study day of events occurring before the randomization will be calculated as:
Study Day (days) = (Date of event Date of Randomization)

The study day of events occurring on or after the first randomization will be calculated
as:
Study Day (days) = (Date of event Date of Randomization) + 1

5.6
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5.7

Medical History and Adverse Events: Medical Dictionary for Regulatory Activities
(MedDRA) 26.1 or latest version

Prior Medication/Concomitant Medication: WHODrug Global 2023 or latest version

5.8

6.

6.1

6.2
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6.3

Efficacy endpoints

-

Safety endpoints

-

-

6.4

6.5



Form DA-05-03.05 Statistical Analysis Plan 

6.6

7.

7.1

7.2

7.3

7.4



Form DA-05-03.05 Statistical Analysis Plan 

7.5

8.

8.1

8.2

8.3

8.4

8.4.1



Form DA-05-03.05 Statistical Analysis Plan 

8.4.2
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8.6.1
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Form DA-05-03.05 Statistical Analysis Plan 

8.7.2



Form DA-05-03.05 Statistical Analysis Plan 

9.

9.1

9.1.1

9.1.2

9.1.3



Form DA-05-03.05 Statistical Analysis Plan 

9.2

1)

2)

3)

4)

5)

6)

7)

8)

9)

10)

11)

9.2.1

9.2.1.1 Variable, Definition and/or Derivation

9.2.1.2 Method of Analysis
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9.2.2

9.2.2.1 Variable, Definition and/or Derivation

9.2.2.2 Method of Analysis
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9.2.3

9.2.3.1 Variable, Definition and/or Derivation

9.2.3.2 Method of Analysis

9.2.4

9.2.4.1 Variable, Definition and/or Derivation

9.2.4.2 Method of Analysis

9.2.5
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9.2.5.1 Variable, Definition and/or Derivation

9.2.5.2 Method of Analysis

9.2.6

9.2.6.1 Variable, Definition and/or Derivation

9.2.6.2 Method of Analysis

9.2.7

9.2.7.1 Variable, Definition and/or Derivation

9.2.7.2 Method of Analysis

9.2.8

9.2.8.1 Variable, Definition and/or Derivation

9.2.8.2 Method of Analysis
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9.2.9

9.2.9.1 Variable, Definition and/or Derivation

9.2.9.2 Method of Analysis

9.2.10

9.2.10.1 Variable, Definition and/or Derivation

9.2.10.2 Method of Analysis

9.2.11

9.2.11.1 Variable, Definition and/or Derivation

9.2.11.2 Method of Analysis
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1)

2)

3)

9.3.1

9.3.1.1 Variable, Definition and/or Derivation

9.3.1.2 Method of Analysis

9.3.2

9.3.2.1 Variable, Definition and/or Derivation

9.3.2.2 Method of Analysis

9.3.3
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9.3.3.1 Variable, Definition and/or Derivation

9.3.3.2 Method of Analysis
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10.2.2

10.2.2.1 Overall Summary of Adverse Events

10.2.2.2 Display of Adverse Events
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10.2.2.3 Death and Serious Adverse Events and Other Significant Adverse Events

10.3
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10.3.2

Actual values and changes from baseline for continuous clinical laboratory test results will 
be summarized by treatment group at each time point using descriptive statistics (number 
of subjects observed, mean, standard deviation, median, minimum, and maximum). In 
addition, depending on whether the assumption of normality is satisfied, the intragroup 
comparison will use the paired t- -rank test, while the intergroup 
comparison (GV1001 0.56 mg/day vs. control group, GV1001 1.12 mg/day vs. control group) 
will use the two-sample t-test or W -sum test to perform analysis.

For categorical variables, shift tables from baseline visit to each scheduled post-baseline 
visit, will be generated for clinical laboratory test results using Normal or Abnormal not 
clinically significant (NCS)/Abnormal clinically significant (CS), by treatment group and
overall subjects. T
comparison (GV1001 0.56 mg/day vs. control group, GV1001 1.12 mg/day vs. control group) 

-

Subjects with normal or abnormal NCS values at baseline that shifted to abnormal CS after 
baseline on laboratory test will be listed.

10.4

10.4.1

10.4.1.1 Variable, Definition and/or Derivation
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10.4.1.2 Method of Analysis

For vital signs, the measurement values at each visit as well as descriptive statistics (number 
of subjects observed, mean, standard deviation, median, minimum, and maximum) for the 
changes from the baseline will be presented by treatment group. In addition, to test the 
intragroup difference before and after investigational product administration, the paired t-

-rank test (if normality 
assumption is not satisfied) will be performed depending on whether the assumption of 
normality is satisfied. To test the difference between the study groups and the control group 
(GV1001 0.56 mg/day vs. control group, GV1001 1.12 mg/day vs. control group) for the 
changes from the baseline, the two-sample t-test (if normality assumption is satisfied) or 

-sum test (if normality assumption is not satisfied) will be performed 
depending on whether the assumption of normality is satisfied.

10.4.2

10.4.2.1 Variable, Definition and/or Derivation

-
-
-

-
-

-
-

10.4.2.2 Method of Analysis

For electrocardiography, the frequency and percentage by treatment group will be presented 
NCS CS

while the intergroup comparison (GV1001 0.56 mg/day vs. control group, GV1001 1.12 
- est to perform 

analysis.

Subjects with normal or abnormal NCS values at baseline that shifted to abnormal CS after 
baseline on electrocardiogram will be listed.

10.4.3

10.4.3.1 Variable, Definition and/or Derivation
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10.4.3.2 Method of Analysis

Clinically significant result of physical examination will be listed.
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14.4
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