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Listing 16.2.1-1 Discontinued patients (FAS, Part 1) 

Listing 16.2.1-2 Discontinued patients (FAS, Part 2) 
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Listing 16.2.2-1 Protocol deviations (FAS, Part 1) 
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Listing 16.2.3-1 Subjects excluded from PPS (FAS, Part 1) 

Listing 16.2.3-2 Subjects excluded from PPS (FAS, Part 2) 

 

Listing 16.2.3-3 Subjects populations (FAS, Part 1) 
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Listing 16.2.3-5 Inclusion/exclusion exceptions (FAS, Part 1) 

Listing 16.2.3-6 Inclusion/exclusion exceptions (FAS, Part 2) 
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Listing 16.2.4-1 Demographic data (FAS, Part 1) 
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Listing 16.2.4-2 Demographic data (FAS, Part 2) 
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Listing 16.2.4-3 Pregnancy test results (FAS, Part 1) 

Listing 16.2.4-4 Pregnancy test results (FAS, Part 2) 
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Listing 16.2.4-5 Medical history (FAS, Part 1) 
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Listing 16.2.4-7 Medications prior to first dose, indications (FAS, Part 1) 

Listing 16.2.4-8 Medications prior to first dose, duration (FAS, Part 1) 

Listing 16.2.4-9 Medications prior to first dose, indications (FAS, Part 2) 

Listing 16.2.4-10 Medications prior to first dose, duration (FAS, Part 2) 

Listing 16.2.4-11 Baseline symptoms, duration (FAS, Part 1) 

Listing 16.2.4-12 Baseline symptoms, coding and severity (FAS, Part 1) 

Listing 16.2.4-13 Baseline symptoms, duration (FAS, Part 2) 

Listing 16.2.4-14 Baseline symptoms, coding and severity (FAS, Part 2) 
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Listing 16.2.5-1 Exposure to study product (FAS, Part 1) 
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Listing 16.2.5-2 Exposure to study product (FAS, Part 2) 
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Listing 16.2.5-3 Concomitant medications, indications (FAS, Part 1) 
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Listing 16.2.5-4 Concomitant medications, durations (FAS, Part 1) 
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Listing 16.2.5-5 Concomitant medications, indications (FAS, Part 2) 
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Listing 16.2.5-6 Concomitant medications, durations (FAS, Part 2) 

44

(b) (4)

(b) (4)



Clinical Study Report SM 17-02, Final; 21 March 2019 
 

 CONFIDENTIAL 
CSR Appendix 16.2 

45

(b) (4)



Clinical Study Report SM 17-02, Final; 21 March 2019 
 

 CONFIDENTIAL 
CSR Appendix 16.2 

46

(b) (4)





Clinical Study Report SM 17-02, Final; 21 March 2019 
 

 CONFIDENTIAL 
CSR Appendix 16.2 

Listing 16.2.6-1 Saliva status at screening (FAS, Part 1) 
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Listing 16.2.6-2 Saliva and oral mucosa status (FAS, Part 2) 
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Listing 16.2.6-3 Physical examination (FAS, Part 1) 
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Listing 16.2.6-4 Physical examination (FAS, Part 2) 
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Listing 16.2.6-5 Dental plaque acidogenicity (FAS, Part 1) 
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16.2.8 Listing of Individual Laboratory Measurements by Subject 
Not applicable.  
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