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LIST OF ABBREVIATIONS

Abbreviation Term
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CFTR

CFTR
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o
o
o

Table 7-.1 Sample Size Calculation Corresponding to Different 
Values of Treatment Effect on Lung Clearance Index 
Change-From-Predose

Treatment Effect (points) on LCI
Change From Study Baseline

Standard Deviation of Paired 
Treatment Difference in LCI 
Change From Study Baseline N
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Table 7-.1 Sample Size Calculation Corresponding to Different 
Values of Treatment Effect on Lung Clearance Index 
Change-From-Predose

Treatment Effect (points) on LCI
Change From Study Baseline

Standard Deviation of Paired 
Treatment Difference in LCI 
Change From Study Baseline N
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Full Analysis Set G551D, G178R, 
S549N, S549R, G551S, G1244E, S1251N, S1255P, G1349D

Safety Set

Continuous variables

Categorical variables

Baseline Value:
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Treatment Emergent (TE) Period

Visit Windowing Rules:
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Incomplete/Missing data:

Outliers:

Data Presentation:

Unscheduled Visits: 
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CFTR

Prior medication: 

Concomitant medication: 
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Post-treatment medication: 
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Table 3-1 Study VX15-770-123: Screening

Event/Assessment
Screening Period 

(Day -28 to Day -1)

CFTR

CFTR G551D, G178R, S549N, S549R, G551S, 
G1244E, S1251N, S1255P, G1349D CFTR

CFTR
CFTR Subjects who have 

been randomized and whose screening genotype does not confirm study eligibility must be discontinued from the 
study
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Table 3-3 Study VX15-770-123: Early Termination of Treatment Visit, Safety Follow-up 
Visit, and Follow-up Telephone Contact 

Event/Assessment
Early Termination of 

Treatment Visit

Safety Follow-up Visit
4 weeks (±7 days)

After Last Dose of Study 
Drug 20

Follow-up
Telephone Contact

4 weeks (±7 days) After the 
Week 144 Visit
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Table 10-4 Visit Window Mapping Rules (within Period)

Assessments Period - Visit Analysis Visit Target Study Day Visit Window 
(in study days)

o
o
o
o

If only Day of AE start date is missing:  

If Day and Month of AE start date are missing: 

If Year of AE start date is missing: 

Page 24 of 29



Page 25 of 29



Table 11-5 CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT EVENT

Parameter Threshold Criteria Comments

Clinical Chemistry
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Hematology
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