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Table 15.2.1.1 Summary of Subject Disposition - All Screened Subjects

Overall Screened

(N=659)
Status n(%)
Screen failures 495 (75.1)
Screening failures, without product test 494 (75.0)
Screening failures, with product test 1(0.2)
Completed safety follow-up 0
Reason for screen failure
Entry criteria not met 445 (67.5)
Withdrawal by subject 24 (3.6)
Adverse events 0
Other 26 (3.9)
Enrolled 164 (24.9)
Enrolled not randomized 4 (0.6)
Enrolled not randomized who completed safety follow-up 4 (0.6)
Randomized 160 (24.3)

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Discontinued refers to randomized subjects who discontinued from the study before the planned discharge at Day 91; Completed at Period X Visit

refers to randomized subjects who did not discontinue the study before the completion of study assessments at Period X Visit.

Note: Percentages for disposition prior to randomization are based on the number of subjects screened. Percentages for 'Completed safety follow-up' under
'Screening failures, with product test' are based on the number of subjects who screen failed with the product test. Percentages for disposition after randomization
are based on the number of subjects randomized indicated in the column header (N), apart from the Overall column where only percentages of completed and
discontinued refer to the total number of subjects randomized.

Note: Period 1 to Period 4 refers to the confinement, 30, 60, and 90 day periods, respectively.

Appendix 15.3.1.8

Study ID: ZRHM-REXA-08-US Program: t_disp.sas Status: Final 21SEP15 (Page 1 of 2)
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Table 15.2.1.1 Summary of Subject Disposition - All Screened Subjects

Overall
THSmM2.2 mCC SA Randomized
(N=80) (N=41) (N=39) (N=160)
Status n(%) n(%) n(%) n(%)
Completed Period 1 80 (100.0) 40 (97.6) 34 (87.2) 154 (96.3)
Completed Period 2 79 (98.8) 40 (97.6) 33 (84.6) 152 (95.0)
Completed Period 3 76 (95.0) 37 (90.2) 33 (84.6) 146 (91.3)
Completed Period 4 73 (91.3) 35 (85.4) 31 (79.5) 139 (86.9)
Completed safety follow-up 79 (98.8) 41 (100.0) 38 (97.4) 158 (98.8)
Discontinued 7 (8.8) 6 (14.6) 8 (20.5) 21 (13.1)
Discontinued Period 1 0 1(2.4) 5(12.8) 6 (3.8)
Discontinued Period 2 1(1.3) 0 1(2.6) 2(1.3)
Discontinued Period 3 3(3.8) 3(7.3) 0 6 (3.8)
Discontinued Period 4 3(3.8) 2(4.9) 2(5.1) 7(4.4)
Discontinued safety follow-up 1(1.3) 0 1(2.6) 2(1.3)

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Discontinued refers to randomized subjects who discontinued from the study before the planned discharge at Day 91; Completed at Period X Visit

refers to randomized subjects who did not discontinue the study before the completion of study assessments at Period X Visit.

Note: Percentages for disposition prior to randomization are based on the number of subjects screened. Percentages for 'Completed safety follow-up' under
'Screening failures, with product test' are based on the number of subjects who screen failed with the product test. Percentages for disposition after randomization
are based on the number of subjects randomized indicated in the column header (N), apart from the Overall column where only percentages of completed and
discontinued refer to the total number of subjects randomized.

Note: Period 1 to Period 4 refers to the confinement, 30, 60, and 90 day periods, respectively.

Appendix 15.3.1.8

Study ID: ZRHM-REXA-08-US Program: t_disp.sas Status: Final 21SEP15 (Page 2 of 2)
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Table 15.2.1.2 Summary of Reasons for Discontinuations - FAS

THSmM2.2 mCC SA Overall FAS
(N=80) (N=41) (N=39) (N=160)

Discontinuation n (%) n (%) n (%) n (%)
Total no. of discontinuations 7(8.8) 6 (14.6) 8 (20.5) 21 (13.1)
Reason for discontinuation

Adverse events 0(0.0) 0(0.0) 0(0.0) 0(0.0)

Protocol violation 0(0.0) 0(0.0) 0(0.0) 0(0.0)

Withdrawal by subject 2(2.5) 3(7.3) 6 (15.4) 11 (6.9)

Lost to follow-up 3(3.8) 2(4.9) 0(0.0) 5(3.1)

Physician decision 1(1.3) 0(0.0) 1(2.6) 2(1.3)

Other 1(1.3) 1(24) 1(2.6) 3(1.9)

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.8
Study ID: ZRHM-REXA-08-US Program: t_rsdiscon.sas Status: Final 21SEP15 (Page 1 of 1)
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Table 15.2.1.3.1 Summary of Protocol Deviations - Safety Population

THSmM2.2 mCC SA Overall Safety
(N=80) (N=41) (N=39) (N=160)
Classification of Deviation n (%) Events n (%) Events n (%) Events n (%) Events
Total 80 (100.0) 1749 41 (100.0) 935 39 (100.0) 542 160 (100.0) 3226
Major 47 (58.8) 107 9(22.0) 10 34 (87.2) 78 90 (56.3) 195
With evaluability impact 47 (58.8) 106 7(17.1) 7 33 (84.6) 77 87 (54.4) 190
Mis-Randomization 4 (5.0) 4 4 (9.8) 4 5(12.8) 5 13 (8.1) 13
Violation 1(2.4) 1 1(2.6) 1 2(1.3) 2
Other 1(1.3) 1 2(4.9) 2 3(1.9) 3
Mis-use of product in period 1 11 (28.2) 11 11 (6.9) 11
Mis-use of product in period 2 38 (47.5) 38 19 (48.7) 19 57 (35.6) 57
Mis-use of product in period 3 37 (46.3) 37 19 (48.7) 19 56 (35.0) 56
Mis-use of product in period 4 26 (32.5) 26 22 (56.4) 22 48 (30.0) 48
Without evaluability impact 1(1.3) 1 3(7.3) 3 1(2.6) 1 5(3.1) 5
Violation 1(1.3) 1 2(4.9) 2 1(2.6) 1 4 (2.5) 4

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages are based on the number of subjects indicated in the column header (N).
Note: Subjects are counted only once per deviation category but can be counted in more than one deviation category.

Appendix 15.3.1.10
Study ID: ZRHM-REXA-08-US

Program: t_protviol.sas

Status: Final

21SEP15

(Page 1 of 2)
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Table 15.2.1.3.1 Summary of Protocol Deviations - Safety Population

THSmM2.2 mCC SA Overall Safety
(N=80) (N=41) (N=39) (N=160)
Classification of Deviation n (%) Events n (%) Events n (%) Events n (%) Events
Other 1(2.4) 1 1(0.6) 1
Minor 79 (98.8) 1642 41 (100.0) 925 39 (100.0) 464 159 (99.4) 3031
Assessment missing 77 (96.3) 609 40 (97.6) 336 39 (100.0) 180 156 (97.5) 1125
Concomitant medication 1(2.4) 1 1(2.6) 2 2(1.3) 3
Time deviation 67 (83.8) 491 36 (87.8) 292 28 (71.8) 117 131 (81.9) 900
Time missing 26 (32.5) 91 16 (39.0) 48 8 (20.5) 25 50 (31.3) 164
Violation 70 (87.5) 451 37 (90.2) 248 31 (79.5) 140 138 (86.3) 839

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).
Note: Subjects are counted only once per deviation category but can be counted in more than one deviation category.

Appendix 15.3.1.10
Study ID: ZRHM-REXA-08-US Program: t_protviol.sas Status: Final 21SEP15

(Page 2 of 2)
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Table 15.2.1.3.2 Analysis Sets and Reasons for Exclusions from Analyses

Product Screen

THSmM2.2 mCC SA Test Failure Overall
Population Sets n (%) n (%) n (%) n (%) n (%) n (%)
Subjects screened 80 41 39 5 494 659
Subjects included in Safety Population 80 41 39 5 0 165
Subjects excluded from Safety Population 0 0 0 0 494 494
Not exposed to THSm2.2 0 0 0 0 494 494
Total Subjects Randomized 80 41 39 NA NA 160
Subjects included in Safety Population 80 (100) 41 (100) 39 (100) 160 (100)
Subjects excluded from Safety Population 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0)

Note: NA = Not applicable; mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages appearing after randomization are based on the number of randomized subjects in each column.

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60 Visit]) and Period 4
(]Day 60 Visit - Day 90 Visit]).

Appendix 15.3.1.8 and 15.3.2.3
Study ID:ZRHM-REXA-08-US  Program:t_analset.sas Status: Final 21SEP15 (Page 1 of 6)
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Table 15.2.1.3.2 Analysis Sets and Reasons for Exclusions from Analyses

Product Screen

THSmM?2.2 mCC SA Test Failure Overall
Population Sets n (%) n (%) n (%) n (%) n (%) n (%)
Subjects included in FAS 80 (100) 41 (100) 39 (100) 160 (100)
Subjects included in PP Set
Period 1 75 (93.8) 35(85.4) 24 (61.5) 134 (83.8)
Period 2 40 (50.0) 34 (82.9) 13 (33.3) 87 (54.4)
Period 3 39(48.8) 35(854)  12(30.8) 86 (53.8)
Period 4 47 (58.8)  32(78.0) 9 (23.1) 88 (55.0)

Note: NA = Not applicable; mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages appearing after randomization are based on the number of randomized subjects in each column.

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60 Visit]) and Period 4
(]Day 60 Visit - Day 90 Visit]).

Appendix 15.3.1.8 and 15.3.2.3
Study ID:ZRHM-REXA-08-US  Program:t_analset.sas Status: Final 21SEP15 (Page 2 of 6)
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Table 15.2.1.3.2 Analysis Sets and Reasons for Exclusions from Analyses

Product Screen

THSmM2.2 mCC SA Test Failure Overall
Population Sets n (%) n (%) n (%) n (%) n (%) n (%)
Subjects excluded from PP Set for Period 1

Has maijor protocol deviations not compliant 0 (0.0) 0 (0.0) 11 (28.2) 11 (6.9)

Access to medical records were granted for 1(1.3) 0 (0.0) 0 (0.0) 1(0.6)

SDV and data entry after withdrawal of PHI

authorization

Has other major protocol deviations 4 (5.0) 6 (14.6) 6 (15.4) 16 (10.0)

impacting evaluability

Discontinued in previous period 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0)

Note: NA = Not applicable; mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages appearing after randomization are based on the number of randomized subjects in each column.

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60 Visit]) and Period 4

(]Day 60 Visit - Day 90 Visit]).

Appendix 15.3.1.8 and 15.3.2.3
Study ID:ZRHM-REXA-08-US  Program:t_analset.sas Status: Final 21SEP15 (Page 3 of 6)
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Table 15.2.1.3.2 Analysis Sets and Reasons for Exclusions from Analyses

Product Screen

THSmM2.2 mCC SA Test Failure Overall
Population Sets n (%) n (%) n (%) n (%) n (%) n (%)
Subjects excluded from PP Set for Period 2

Has maijor protocol deviations not compliant 38 (47.5) 0 (0.0) 19 (48.7) 57 (35.6)

Access to medical records were granted for 1(1.3) 0 (0.0) 0 (0.0) 1(0.6)

SDV and data entry after withdrawal of PHI

authorization

Has other major protocol deviations 4 (5.0) 6 (14.6) 4 (10.3) 14 (8.8)

impacting evaluability

Note: NA = Not applicable; mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages appearing after randomization are based on the number of randomized subjects in each column.

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60 Visit]) and Period 4

(]Day 60 Visit - Day 90 Visit]).

Appendix 15.3.1.8 and 15.3.2.3
Study ID:ZRHM-REXA-08-US  Program:t_analset.sas Status: Final 21SEP15 (Page 4 of 6)
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Table 15.2.1.3.2 Analysis Sets and Reasons for Exclusions from Analyses

Product Screen

THSmM2.2 mCC SA Test Failure Overall

Population Sets n (%) n (%) n (%) n (%) n (%) n (%)

Discontinued in previous period 0 (0.0) 1(2.4) 5(12.8) 6 (3.8)

Subjects excluded from PP Set for Period 3

Has maijor protocol deviations not compliant 37 (46.3) 0 (0.0) 19 (48.7) 56 (35.0)

Access to medical records were granted for 1(1.3) 0 (0.0) 0 (0.0) 1(0.6)

SDV and data entry after withdrawal of PHI

authorization

Has other major protocol deviations 4 (5.0) 5(12.2) 4 (10.3) 13 (8.1)

impacting evaluability

Discontinued in previous period 1(1.3) 1(2.4) 6 (15.4) 8 (5.0)

Note: NA = Not applicable; mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages appearing after randomization are based on the number of randomized subjects in each column.

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60 Visit]) and Period 4

(]Day 60 Visit - Day 90 Visit]).

Appendix 15.3.1.8 and 15.3.2.3
Study ID:ZRHM-REXA-08-US  Program:t_analset.sas Status: Final 21SEP15 (Page 5 of 6)
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Table 15.2.1.3.2 Analysis Sets and Reasons for Exclusions from Analyses

Product Screen

THSmM2.2 mCC SA Test Failure Overall
Population Sets n (%) n (%) n (%) n (%) n (%) n (%)

Subjects excluded from PP Set for Period 4

Has maijor protocol deviations not compliant 26 (32.5) 0 (0.0) 22 (56.4) 48 (30.0)

Has other major protocol deviations 4 (5.0) 5(12.2) 4 (10.3) 13 (8.1)

impacting evaluability

Discontinued in previous period 4 (5.0) 4 (9.8) 6 (15.4) 14 (8.8)
Subjects included in Compliant Population

Period 1 75 (93.8) 35 (85.4) 24 (61.5) 134 (83.8)

Period 2 32 (40.0) 34 (82.9) 8 (20.5) 74 (46.3)

Period 3 36 (45.0) 34 (82.9) 7(17.9) 77 (48.1)

Period 4 41 (51.3) 31 (75.6) 7(17.9) 79 (49.4)

Note: NA = Not applicable; mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages appearing after randomization are based on the number of randomized subjects in each column.

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60 Visit]) and Period 4
(]Day 60 Visit - Day 90 Visit]).

Appendix 15.3.1.8 and 15.3.2.3
Study ID:ZRHM-REXA-08-US Program:t_analset.sas Status: Final 21SEP15 (Page 6 of 6)
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population

Product Test Overall
THSmM2.2 mCC SA Only Safety
Variable Statistic (N=80) (N=41) (N=39) (N=5) (N=165)
Sex
Male n (%) 48 (60.0) 24 (58.5) 24 (61.5) 2 (40.0) 98 ( 59.4)
Female n (%) 32 (40.0) 17 (41.5) 15 ( 38.5) 3 (60.0) 67 (40.6)
Age (years) n 80 41 39 5 165
Mean (SD) 39.2 (11.72) 33.7 (10.17) 38.8 (11.42) 40.6 (6.95) 37.8 (11.34)
Median 36.5 32.0 37.0 40.0 35.0
Min, Max 22,66 23, 60 22,58 33, 51 22,66

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The Overall Safety refers to all subjects in the Safety Population.

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
Study ID:ZRHM-REXA-08-US  Program:t_demog_saf.sas Status: Final 21SEP15 (Page 1 of 7)
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population

Product Test Overall
THSmM2.2 mCC SA Only Safety
Variable Statistic (N=80) (N=41) (N=39) (N=5) (N=165)
Race
White n (%) 49 (61.3) 28 (68.3) 22 (56.4) 5(100) 104 ( 63.0)
Black or African American n (%) 23 (28.8) 11 (26.8) 17 (43.6) 0 51 (30.9)
American Indian or n (%) 0 0 0 0 0
Alaska Native
Asian n (%) 0 0 0 0 0
Native Hawaiian or Other n (%) 0 0 0 0 0
Pacific Islander
Other n (%) 7( 8.8) 2( 4.9) 0 0 9( 5.5)
Missing n (%) 1( 1.3) 0 0 0 1( 0.6)
Weight (kg) n 79 41 39 4 163
Mean (SD) 78.92 (13.893) 75.59(12.710) 76.52(13.682) 96.68 (15.426) 77.94 (13.862)
Median 78.60 73.70 74.70 96.10 76.90
Min, Max 52.9,115.3 49.3,103.2 48.1,121.2 80.5, 114.0 48.1,121.2

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The Overall Safety refers to all subjects in the Safety Population.

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
Study ID:ZRHM-REXA-08-US  Program:t_demog_saf.sas Status: Final 21SEP15 (Page 2 of 7)
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population

Product Test Overall
THSmM2.2 mCC SA Only Safety
Variable Statistic (N=80) (N=41) (N=39) (N=5) (N=165)
Height (m) n 79 41 39 4 163
Mean (SD) 1.707 (0.0869)  1.712(0.0955)  1.707 (0.0890)  1.760 (0.1384)  1.710 (0.0904)
Median 1.720 1.716 1.713 1.793 1.720
Min, Max 1.49, 1.84 1.51,1.89 1.53, 1.89 1.57,1.89 1.49, 1.89
BMI (kg/m?) n 79 41 39 4 163
Mean (SD) 27.04 (4.105) 25.75 (3.667) 26.20 (3.763) 31.30 (4.646) 26.62 (4.002)
Median 26.80 25.30 25.60 33.30 26.60
Min, Max 19.1, 34.9 18.6, 32.9 19.4, 34.3 244,342 18.6, 34.9
Underweight n (%) 0 0 0 0 0
Normal weight n (%) 26 ( 32.5) 18 (43.9) 19 (48.7) 1(20.0) 64 ( 38.8)
Overweight n (%) 32 (40.0) 16 ( 39.0) 13 ( 33.3) 0 61 ( 37.0)
Obese n (%) 21 (26.3) 7(17.1) 7 (17.9) 3(60.0) 38 (23.0)
Missing n (%) 1( 1.3) 0 0 1(20.0) 2( 1.2)

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The Overall Safety refers to all subjects in the Safety Population.

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population

Product Test Overall
THSmM2.2 mCC SA Only Safety
Variable Statistic (N=80) (N=41) (N=39) (N=5) (N=165)
Waist circumference (cm) n 79 41 39 4 163
Mean (SD) 95.7 (18.33) 93.8 (20.74) 92.1 (11.57) 96.3 (38.98) 94.4 (18.16)
Median 94.0 91.0 91.0 108.0 92.0
Min, Max 28, 167 33, 169 73,121 42,127 28, 169
Cigarette consumption
10-19 cig/day n (%) 43 (53.8) 21(51.2) 18 (46.2) 3(60.0) 85 (51.5)
>19 cig/day n (%) 36 (45.0) 20 (48.8) 21 (53.8) 1(20.0) 78 (47.3)
Missing n (%) 1( 1.3) 0 0 1(20.0) 2( 1.2)

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The Overall Safety refers to all subjects in the Safety Population.

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population
Product Test Overall
THSmM2.2 mCC SA Only Safety
Variable Statistic (N=80) (N=41) (N=39) (N=5) (N=165)
FTND score n 80 39 39 4 162
Mean (SD) 5.6 (2.25) 5.5 (1.67) 5.7 (2.14) 4.3 (0.96) 5.6 (2.07)
Median 6.0 6.0 6.0 4.5 6.0
Min, Max 0, 10 1,9 2,9 3,5 0,10
FTND score
Mild n (%) 14 (17.5) 4( 9.8) 7(17.9) 1(20.0) 26 (15.8)
Moderate n (%) 35 (43.8) 25 (61.0) 18 (46.2) 3 (60.0) 81 (49.1)
Severe n (%) 31(38.8) 10 ( 24.4) 14 ( 35.9) 0 55 ( 33.3)
Missing n (%) 0 2( 4.9) 0 1(20.0) 3( 1.8)

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The Overall Safety refers to all subjects in the Safety Population.

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population

Product Test Overall
THSmM2.2 mCC SA Only Safety
Variable Statistic (N=80) (N=41) (N=39) (N=5) (N=165)
Individual product preference
THS 2.2 menthol n (%) 10 ( 12.5) 5(12.2) 11(28.2) 1(20.0) 27 (16.4)
mCC n (%) 40 ( 50.0) 25(61.0) 19 (48.7) 1(20.0) 85 (51.5)
SA n (%) 2( 2.5) 0 0 0 2( 1.2)
No preference n (%) 27 (33.8) 11 ( 26.8) 9(23.1) 2(40.0) 49 (29.7)
Missing n (%) 1( 1.3) 0 0 1(20.0) 2( 1.2)
Day 4 SES Questionnaire
SES educational attainment
Low n (%) 7( 8.8) 2( 4.9) 5(12.8) 0 14 ( 8.5)
Moderate n (%) 25(31.3) 12 (29.3) 9(23.1) 0 46 (27.9)
High n (%) 47 ( 58.8) 26 (63.4) 20 (51.3) 0 93 (56.4)
Missing n (%) 1( 1.3) 1( 2.4) 5(12.8) 5(100) 12( 7.3)

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The Overall Safety refers to all subjects in the Safety Population.

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population
Product Test Overall
THSmM2.2 mCC SA Only Safety
Variable Statistic (N=80) (N=41) (N=39) (N=5) (N=165)
SES annual household
income
Low n (%) 28 ( 35.0) 18 (43.9) 15 ( 38.5) 0 61 ( 37.0)
Moderate n (%) 21 (26.3) 7(17.1) 9(23.1) 0 37 (22.4)
High n (%) 14 (17.5) 5(12.2) 6 (15.4) 0 25 (15.2)
Missing n (%) 17 (21.3) 11 (26.8) 9(23.1) 5(100) 42 (25.5)
SES Composite
Low n (%) 1( 1.3) 2( 4.9) 2( 5.1) 0 5( 3.0)
Moderate n (%) 28 ( 35.0) 16 ( 39.0) 15 ( 38.5) 0 59 ( 35.8)
High n (%) 34 (42.5) 12 (29.3) 13 (33.3) 0 59 ( 35.8)
Missing n (%) 17 (21.3) 11 (26.8) 9(23.1) 5(100) 42 (25.5)

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The Overall Safety refers to all subjects in the Safety Population.

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS

Overall
THSmM?2.2 mCC SA FAS
Variable (N=80) (N=41) (N=39) (N=160)
Sex
Male 48 ( 60.0) 24 ( 58.5) 24 (61.5) 96 ( 60.0)
Female 32 (40.0) 17 (41.5) 15 ( 38.5) 64 (40.0)
Age (years) 80 41 39 160
39.2 (11.72) 33.7 (10.17) 38.8 (11.42) 37.7 (11.45)
36.5 32.0 37.0 34.5
22,66 23, 60 22,58 22,66

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.
Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS

Overall
THSmM?2.2 mCC SA FAS
Variable Statistic (N=80) (N=41) (N=39) (N=160)
Race
White n (%) 49 (61.3) 28 (68.3) 22 (56.4) 99 (61.9)
Black or African American n (%) 23 (28.8) 11 ( 26.8) 17 (43.6) 51 (31.9)
American Indian or Alaska Native n (%) 0 0 0 0
Asian n (%) 0 0 0 0
Native Hawaiian or Other Pacific n (%) 0 0 0 0
Islander
Other n (%) 7( 8.8) 2( 4.9) 0 9( 5.6)
Missing n (%) 1( 1.3) 0 0 1( 0.6)
Weight (kg) n 79 41 39 159
Mean (SD) 78.92 (13.893) 75.59 (12.710) 76.52 (13.682) 77.47 (13.542)
Median 78.60 73.70 74.70 76.50
Min, Max 52.9,115.3 49.3, 103.2 48.1,121.2 48.1,121.2

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.
Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS

Overall
THSmM2.2 mCC SA FAS
Variable Statistic (N=80) (N=41) (N=39) (N=160)
Height (m) n 79 41 39 159
Mean (SD) 1.707 (0.0869) 1.712 (0.0955) 1.707 (0.0890) 1.709 (0.0892)
Median 1.720 1.716 1.713 1.716
Min, Max 1.49, 1.84 1.51,1.89 1.53, 1.89 1.49, 1.89
BMI (kg/m?) n 79 41 39 159
Mean (SD) 27.04 (4.105) 25.75 (3.667) 26.20 (3.763) 26.50 (3.930)
Median 26.80 25.30 25.60 26.50
Min, Max 19.1,34.9 18.6, 32.9 19.4, 34.3 18.6, 34.9
Underweight n (%) 0 0 0 0
Normal weight n (%) 26 ( 32.5) 18 (43.9) 19 (48.7) 63 (39.4)
Overweight n (%) 32 (40.0) 16 ( 39.0) 13 (33.3) 61 (38.1)
Obese n (%) 21 (26.3) 7(17.1) 7(17.9) 35(21.9)
Missing n (%) 1( 1.3) 0 0 1( 0.6)

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.
Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS
Overall
THSmM2.2 mCC SA FAS
Variable (N=80) (N=41) (N=39) (N=160)
Waist circumference (cm) 79 41 39 159
95.7 (18.33) 93.8 (20.74) 92.1 (11.57) 94.3 (17.58)
94.0 91.0 91.0 92.0
28, 167 33, 169 73,121 28, 169
Cigarette consumption
10-19 cig/day 43 (53.8) 21 (51.2) 18 (46.2) 82 (51.3)
>19 cig/day 36 (45.0) 20 ( 48.8) 21(53.8) 77 (48.1)
Missing 1( 1.3) 0 0 1( 0.6)

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.
Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS

Overall

THSmM?2.2 mCC SA FAS
Variable Statistic (N=80) (N=41) (N=39) (N=160)

FTND score n 80 39 39 158
Mean (SD) 5.6 (2.25) 5.5 (1.67) 5.7 (2.14) 5.6 (2.08)

Median 6.0 . 6.0 6.0

Min, Max 0,10 1,9 2,9 0,10

FTND score

Mild n (%) 14 (17.5) 4( 9.8) 7(17.9) 25 (15.6)
Moderate n (%) 35 (43.8) 25(61.0) 18 (46.2) 78 (48.8)
Severe n (%) 31(38.8) 10 (24.4) 14 (35.9) 55 (34.4)
Missing n (%) 0 2( 4.9) 0 2( 1.3)

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.
Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS

Overall
THSmM?2.2 mCC SA FAS
Variable Statistic (N=80) (N=41) (N=39) (N=160)
Individual product preference
THS 2.2 menthol n (%) 10 ( 12.5) 5(12.2) 11(28.2) 26 (16.3)
mCC n (%) 40 ( 50.0) 25(61.0) 19 (48.7) 84 (52.5)
SA n (%) 2( 2.5) 0 0 2( 1.3)
No preference n (%) 27 ( 33.8) 11 ( 26.8) 9(23.1) 47 (29.4)
Missing n (%) 1( 1.3) 0 0 1( 0.6)
Day 4 SES Questionnaire
SES educational attainment
Low n (%) 7( 8.8) 2( 4.9) 5(12.8) 14 ( 8.8)
Moderate n (%) 25(31.3) 12 (29.3) 9(23.1) 46 ( 28.8)
High n (%) 47 ( 58.8) 26 (63.4) 20 (51.3) 93 (58.1)
Missing n (%) 1( 1.3) 1( 2.4) 5(12.8) 7( 4.4)

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.
Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS

Overall
THSmM?2.2 mCC SA FAS
Variable Statistic (N=80) (N=41) (N=39) (N=160)
SES annual household income
Low n (%) 28 (135.0) 18 (43.9) 15 ( 38.5) 61 (38.1)
Moderate n (%) 21 (26.3) 7(17.1) 9(23.1) 37 (23.1)
High n (%) 14(17 5) 5(12.2) 6 (15.4) 25 (15.6)
Missing n (%) 7(21.3) 11 ( 26.8) 9(23.1) 37 (23.1)
SES Composite
Low n (%) 1( 1.3) 2( 4.9) 2( 5.1) 5( 3.1)
Moderate n (%) 28 (135.0) 16 ( 39.0) 15 ( 38.5) 59 (136.9)
High n (%) 34 (42.5) 12 (29.3) 13(33.3) 59 (136.9)
Missing n (%) 17 (21.3) 11 (26.8) 9(23.1) 37 (23.1)

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.
Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 1

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=75) (N=35) (N=24) (N=134)
Sex
Male n (%) 46 (61.3) 20 (57.1) 15 (62.5) 81 (60.4)
Female n (%) 29 (38.7) 15 (42.9) 9(37.5) 53 (139.6)
Age (years) n 75 35 24 134
Mean (SD) 39.0 (11.77) 34.1 (10.48) 40.5 (10.79) 38.0 (11.45)
Median 36.0 32.0 40.0 345
Min, Max 22, 66 23,60 22,57 22, 66

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 1

Overall
THSmM2.2 mCC SA PP Set

Variable Statistic (N=75) (N=35) (N=24) (N=134)
Race

White n (%) 6 (61.3) 24 (68.6 13 (54.2) 83 (61.9)

Black or African American n (%) 2(29.3) 10 (28.6 11 (45.8) 43 (32.1)

American Indian or Alaska Native n (%) 0 0 0 0

Asian n (%) 0 0 0 0

Native Hawaiian or Other Pacific  n (%) 0 0 0 0

Islander

Other n (%) 7( 9.3) 1( 29) 0 8( 6.0)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
Study ID: ZRHM-REXA-08-US  Program:t_demog_pp.sas Status: Final 23FEB16 (Page 2 of 40)



‘ PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-08-US Version 1.0 /25 May 2016 Page 32 0f 4317
Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Product Use Time Period: Period 1
Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=75) (N=35) (N=24) (N=134)
Weight (kg) n 75 35 24 134
Mean (SD) 79.42 (13.858) 76.58 (13.148) 75.18 (11.197) 77.92 (13.260)
Median 78.70 75.40 74.10 77.15
Min, Max 52.9,115.3 49.3,103.2 48.1, 971 48.1,115.3
Height (m) n 75 35 24 134
Mean (SD) 1.708 (0.0867) 1.714 (0.0998) 1.707 (0.0882) 1.709 (0.0899)
Median 1.726 1.720 1.739 1.720
Min, Max 1.49, 1.84 1.51,1.89 1.53, 1.85 1.49, 1.89

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60

Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 1

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=75) (N=35) (N=24) (N=134)
BMI (kg/m?) n 75 35 24 134
Mean (SD) 27.19 (4.136) 26.06 (3.805) 25.79 (3.240) 26.65 (3.928)
Median 27.10 26.10 24.60 26.70
Min, Max 19.1, 34.9 18.6, 32.9 20.6, 32.0 18.6, 34.9
Underweight n (%) 0 0 0 0
Normal weight n (%) 24 (32.0) 15 (42.9) 13 (54.2) 52 ( 38.8)
Overweight n (%) 30 (40.0) 13 (37.1) 8 (33.3) 51 (38.1)
Obese n (%) 21 (28.0) 7 (20.0) 3(12.5) 31(23.1)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 1

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=75) (N=35) (N=24) (N=134)
Waist circumference (cm) n 75 35 24 134
Mean (SD) 96.1 (18.63) 96.7 (19.27) 92.3 (10.13) 95.6 (17.56)
Median 94.0 92.0 91.5 92.0
Min, Max 28, 167 77,169 73,109 28, 169
Cigarette consumption
10-19 cig/day n (%) 43 (57.3) 20 (57.1) 13 (54.2) 76 (56.7)
>19 cig/day n (%) 32 (42.7) 15 (42.9) 11 (45.8) 58 (43.3)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 1

Overall
THSmM?2.2 mCC SA PP Set
Variable Statistic (N=75) (N=35) (N=24) (N=134)
FTND score n 75 34 24 133
Mean (SD) 5.7 (2.26) 5.5(1.71) 5.5(2.03) 5.6 (2.08)
Median 6.0 6.0 6.0 6.0
Min, Max 0,10 1,9 2,8 0,10
FTND score
Mild n (%) 13(17.3) 4(11.4) 5(20.8) 22 (16.4)
Moderate n (%) 31(41.3) 21 (60.0) 11 (45.8) 63 (47.0)
Severe n (%) 31(41.3) 9 (25.7) 8(33.3) 48 ( 35.8)
Missing n (%) 0 1( 2.9) 0 1( 0.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 1

Overall

THSmM2.2 mCC SA PP Set

Variable Statistic (N=75) (N=35) (N=24) (N=134)

Individual product preference

THS 2.2 menthol n (%) 10 ( 13.3) 4(11.4) 9(37.5) 23 (17.2)
mCC n (%) 37 (49.3) 22 (62.9) 10 (41.7) 69 (51.5)

SA n (%) 2( 27) 0 0 2( 1.5)
No preference n (%) 26 (34.7) 9(25.7) 5(20.8) 40 ( 29.9)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 1

Overall
THSmM?2.2 mCC SA PP Set
Variable Statistic (N=75) (N=35) (N=24) (N=134)
Day 4 SES Questionnaire
SES educational attainment
Low n (%) 6( 8.0) 0 2( 8.3) 8( 6.0)
Moderate n (%) 24 ( 32.0) 12 (34.3) 7(29.2) 43 (32.1)
High n (%) 45 (60.0) 22 (62.9) 15 (62.5) 82 (61.2)
Missing n (%) 0 1( 29) 0 1( 0.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Product Use Time Period: Period 1
Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=75) (N=35) (N=24) (N=134)
SES annual household income
Low n (%) (34.7) 4 (40.0) 9 (37.5) 49 ( 36.6)
Moderate n (%) (26.7) 7 (20.0) 6 (25.0) 33 (24.6)
High n (%) 13 (17.3) 4(11.4) 6 (25.0) 23 (17.2)
Missing n (%) (21.3) 10 ( 28.6) 3(12.5) 29 (21.6)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60

Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 1

Overall

THSmM2.2 mCC SA PP Set

Variable Statistic (N=75) (N=35) (N=24) (N=134)

SES Composite

Low n (%) 0 0 0 0

Moderate n (%) 27 (36.0) 14 ( 40.0) 10 (41.7) 51 (38.1)

High n (%) 32 (42.7) 11 (31.4) 11 (45.8) 54 ( 40.3)

Missing n (%) 16 (21.3) 10 ( 28.6) 3(12.5) 29 (21.6)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
Study ID: ZRHM-REXA-08-US  Program:t_demog_pp.sas Status: Final 23FEB16 (Page 10 of 40)



‘ PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-08-US Version 1.0 /25 May 2016 Page 40 of 4317
Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Product Use Time Period: Period 2
Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=40) (N=34) (N=13) (N=87)
Sex
Male n (%) 24 (60.0) 21 (61.8) 8 (61.5) 53 (60.9)
Female n (%) 16 ( 40.0) 13 (38.2) 5 ( 38.5) 34 (39.1)
Age (years) n 40 34 13 87
Mean (SD) 38.9 (11.92) 33.4 (10.39) 40.2 (11.06) 36.9 (11.45)
Median 34.5 31.0 38.0 33.0
Min, Max 24, 66 23, 60 22,54 22,66

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 2

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=40) (N=34) (N=13) (N=87)
Race
White n (%) 30 (75.0) 22 (64.7) 5(38.5) 57 (65.5)
Black or African American n (%) 10 (25.0) 11 (324 8 (61.5) 29 (133.3)
American Indian or Alaska Native n (%) 0 0 0 0
Asian n (%) 0 0 0 0
Native Hawaiian or Other Pacific  n (%) 0 0 0 0
Islander
Other n (%) 0 1( 29) 0 1( 1.1)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Product Use Time Period: Period 2
Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=40) (N=34) (N=13) (N=87)
Weight (kg) n 40 34 13 87
Mean (SD) 78.82 (14.583) 77.02 (13.077) 70.55 (10.279) 76.88 (13.588)
Median 79.35 76.15 72.70 76.90
Min, Max 52.9,108.7 49.3,103.2 48.1,87.7 48.1, 108.7
Height (m) n 40 34 13 87
Mean (SD) 1.699 (0.0915) 1.721 (0.0934) 1.698 (0.0858) 1.708 (0.0910)
Median 1.700 1.720 1.713 1.713
Min, Max 1.49, 1.84 1.53, 1.89 1.53, 1.83 1.49, 1.89

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60

Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 2

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=40) (N=34) (N=13) (N=87)
BMI (kg/m?) n 40 34 13 87
Mean (SD) 27.26 (4.353) 25.98 (3.770) 24.48 (3.249) 26.34 (4.061)
Median 27.15 25.80 24.20 26.60
Min, Max 19.1, 34.4 18.6, 32.9 19.4, 30.0 18.6, 34.4
Underweight n (%) 0 0 0 0
Normal weight n (%) 11 (27.5) 14 (41.2) 8 (61.5) 33(37.9)
Overweight n (%) 17 (42.5) 14 (41.2) 4(30.8) 35 (40.2)
Obese n (%) 12 (30.0) 6 (17.6) 1( 7.7) 19 (21.8)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 2

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=40) (N=34) (N=13) (N=87)
Waist circumference (cm) n 40 34 13 87
Mean (SD) 95.9 (15.21) 96.9 (19.42) 87.1 (11.58) 95.0 (16.72)
Median 95.5 91.5 85.0 92.0
Min, Max 73,149 80, 169 73, 106 73, 169
Cigarette consumption
10-19 cig/day n (%) 18 (45.0) 19 ( 55.9) 7 (53.8) 44 ( 50.6)
>19 cig/day n (%) 22 (55.0) 15 (44.1) 6 (46.2) 43 (49.4)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 2

Overall
THSmM?2.2 mCC SA PP Set
Variable Statistic (N=40) (N=34) (N=13) (N=87)
FTND score n 40 33 13 86
Mean (SD) 6.1(2.11) 5.6 (1.72) 6.7 (1.66) 6.0 (1.92)
Median 6.5 6.0 7.0 6.0
Min, Max 1,10 1,9 3,8 1,10
FTND score
Mild n (%) 4 (10.0) 4(11.8) 1( 7.7) 9(10.3)
Moderate n (%) 16 (40.0) 20 ( 58.8) 4 (30.8) 40 (46.0)
Severe n (%) 20 ( 50.0) 9 (26.5) 8 (61.5) 37 (42.5)
Missing n (%) 0 1( 2.9) 0 1( 1.1)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 2

Overall

THSmM2.2 mCC SA PP Set

Variable Statistic (N=40) (N=34) (N=13) (N=87)

Individual product preference

THS 2.2 menthol n (%) 9(22.5) 4(11.8) 2(15.4) 15(17.2)
mCC n (%) 19 (47.5) 21 (61.8) 8 (61.5) 48 (55.2)

SA n (%) 2( 5.0 0 0 2( 2.3)
No preference n (%) 10 ( 25.0) 9(26.5) 3(23.1) 22 (25.3)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
Study ID: ZRHM-REXA-08-US  Program:t_demog_pp.sas Status: Final 23FEB16 (Page 17 of 40)



‘ PMI RESEARCH & DEVELOPMENT

LLLLLL
R ERNAT oWy

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-08-US Version 1.0 /25 May 2016 Page 47 of 4317

Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 2

Overall
THSmM2.2 mCC SA PP Set

Variable Statistic (N=40) (N=34) (N=13) (N=87)
Day 4 SES Questionnaire
SES educational attainment

Low n (%) 5(12.5) 0 2(15.4) 7( 8.0)

Moderate n (%) 12 (130.0) 11 (32.4) 5(38.5) 28 (32.2)

High n (%) 23 (57.5) 23 (67.6) 6 (46.2) 52 (59.8)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 2

Overall

THSmM2.2 mCC SA PP Set

Variable Statistic (N=40) (N=34) (N=13) (N=87)

SES annual household income

Low n (%) 16 (40.0) 14 (41.2) 10 (76.9) 40 (46.0)
Moderate n (%) 9 (22.5) 7 (20.6) 1( 7.7) 17 ( 19.5)
High n (%) 7(17.5) 4(11.8) 1( 7.7) 12 (13.8)
Missing n (%) 8(20.0) 9(26.5) 1( 7.7) 8(20.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 2

Overall

THSmM2.2 mCC SA PP Set

Variable Statistic (N=40) (N=34) (N=13) (N=87)
SES Composite

Low n (%) 0 0 1( 7.7) 1( 1.1)

Moderate n (%) 16 ( 40.0) 14 (41.2) 9 (69.2) 39 (44.8)

High n (%) 16 (40.0) 11 (32.4) 2(15.4) 29 (133.3)

Missing n (%) 8 (20.0) 9 (26.5) 1( 7.7) 18 (20.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Product Use Time Period: Period 3
Overall
THSmM2.2 mCC SA PP Set
Variable (N=39) (N=35) (N=12) (N=86)
Sex
Male 23 (59.0) 21 (60.0) 9 (75.0) 53 (61.6)
Female 16 (41.0) 14 (40.0) 3(25.0) 33(38.4)
Age (years) 39 35 12 86
38.8 (12.05) 33.3(10.24) 41.3 (9.87) 36.9 (11.35)
34.0 32.0 40.5 33.0
24, 66 23, 60 26, 54 23, 66

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.
Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 3

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=39) (N=35) (N=12) (N=86)
Race
White n (%) 29 (74.4) 23 (65.7) 5(41.7) 57 (66.3)
Black or African American n (%) 9(23.1) 11(314 7 (58.3) 27 (31.4)
American Indian or Alaska Native n (%) 0 0 0 0
Asian n (%) 0 0 0 0
Native Hawaiian or Other Pacific  n (%) 0 0 0 0
Islander
Other n (%) 1( 2.6) 1( 29) 0 2( 2.3)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60

Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].
Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Product Use Time Period: Period 3
Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=39) (N=35) (N=12) (N=86)
Weight (kg) n 39 35 12 86
Mean (SD) 80.57 (15.677) 76.57 (13.155) 70.78 (11.306) 77.57 (14.376)
Median 83.00 75.40 71.70 77.45
Min, Max 52.9,115.3 49.3,103.2 48.1,87.7 48.1,115.3
Height (m) n 39 35 12 86
Mean (SD) 1.700 (0.0913) 1.718 (0.0939) 1.712 (0.0891) 1.709 (0.0914)
Median 1.700 1.720 1.739 1.716
Min, Max 1.49, 1.84 1.53, 1.89 1.53, 1.83 1.49, 1.89

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60

Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 3

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=39) (N=35) (N=12) (N=86)
BMI (kg/m?) n 39 35 12 86
Mean (SD) 27.79 (4.542) 25.91 (3.736) 24.11 (3.145) 26.51 (4.219)
Median 27.60 25.50 23.55 26.50
Min, Max 19.1,34.9 18.6, 32.9 19.4, 30.0 18.6, 34.9
Underweight n (%) 0 0 0 0
Normal weight n (%) 10 ( 25.6) 15 (42.9) 8 (66.7) 33(38.4)
Overweight n (%) 15 ( 38.5) 14 (40.0) 3(25.0) 32(37.2)
Obese n (%) 14 ( 35.9) 6 (17.1) 1( 8.3) 21(24.4)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 3

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=39) (N=35) (N=12) (N=86)
Waist circumference (cm) n 39 35 12 86
Mean (SD) 97.8 (15.33) 96.3 (19.43) 86.0 (10.83) 95.6 (16.93)
Median 98.0 91.0 83.0 92.0
Min, Max 73,149 77,169 73, 106 73, 169
Cigarette consumption
10-19 cig/day n (%) 16 (41.0) 20 (57.1) 8 (66.7) 44 (51.2)
>19 cig/day n (%) 23 (59.0) 15 (42.9) 4 (33.3) 42 (48.8)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 3

Overall
THSmM?2.2 mCC SA PP Set
Variable Statistic (N=39) (N=35) (N=12) (N=86)
FTND score n 39 34 12 85
Mean (SD) 5.9 (2.12) 5.5(1.71) 5.8 (2.42) 5.7 (2.00)
Median 6.0 6.0 6.0 6.0
Min, Max 1,10 1,9 2,8 1,10
FTND score
Mild n (%) 4 (10.3) 4(11.4) 3(25.0) 11(12.8)
Moderate n (%) 17 (43.6) 21 (60.0) 4 (33.3) 42 (48.8)
Severe n (%) 18 (46.2) 9 (25.7) 5(41.7) 32(37.2)
Missing n (%) 0 1( 2.9) 0 1( 1.2)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 3

Overall

THSmM2.2 mCC SA PP Set

Variable Statistic (N=39) (N=35) (N=12) (N=86)

Individual product preference

THS 2.2 menthol n (%) 6(15.4) 4(11.4) 2(16.7) 12 (14.0)
mCC n (%) 18 (46.2) 22 (62.9) 8 (66.7) 48 ( 55.8)

SA n (%) 2( 5.1) 0 0 2( 2.3)
No preference n (%) 13 (33.3) 9(25.7) 2(16.7) 24 (27.9)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 3

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=39) (N=35) (N=12) (N=86)
Day 4 SES Questionnaire
SES educational attainment
Low n (%) 5(12.8) 0 1( 8.3) 6( 7.0)
Moderate n (%) 10 ( 25.6) 12 (34.3) 5(41.7) 27 (31.4)
High n (%) 24 (61.5) 23 (65.7) 6 ( 50.0) 53 (61.6)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Product Use Time Period: Period 3
Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=39) (N=35) (N=12) (N=86)
SES annual household income
Low n (%) 13 ( 33.3) 5 (42.9) 9 (75.0) 37 (43.0)
Moderate n (%) 8 (20.5) 7 (20.0) 0 15 (17.4)
High n (%) 8 (20.5) 4(11.4) 3(25.0) 15 (17.4)
Missing n (%) 10 ( 25.6) 9(25.7) 0 9(22.1)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60

Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.
Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI =
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 3

Overall

THSmM2.2 mCC SA PP Set

Variable Statistic (N=39) (N=35) (N=12) (N=86)

SES Composite

Low n (%) 0 0 1( 8.3) 1( 1.2)
Moderate n (%) 13 (33.3) 15 (42.9) 8 (66.7) 36 (41.9)
High n (%) 16 (41.0) 11 (31.4) 3(25.0) 30 (34.9)
Missing n (%) 10 ( 25.6) 9(25.7) 0 19 (22.1)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Product Use Time Period: Period 4
Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=47) (N=32) (N=9) (N=88)
Sex
Male n (%) 28 (59.6) 19 ( 59.4) 7(77.8) 54 (61.4)
Female n (%) 19 (40.4) 13 (40.6) 2(22.2) 34 (38.6)
Age (years) n 47 32 9 88
Mean (SD) 37.6 (11.92) 34.0 (10.43) 40.7 (10.79) 36.6 (11.37)
Median 33.0 32.0 38.0 33.0
Min, Max 24, 66 23, 60 26, 54 23, 66

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 4

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=47) (N=32) (N=9) (N=88)
Race
White n (%) 34 (72.3) 20 ( 62.5) 4 (44.4) 58 (65.9)
Black or African American n (%) 10 (21.3) 11(34.4 5 (55.6) 26 (29.5)
American Indian or Alaska Native n (%) 0 0 0 0
Asian n (%) 0 0 0 0
Native Hawaiian or Other Pacific  n (%) 0 0 0 0
Islander
Other n (%) 3( 6.4) 1( 3.1) 0 4( 4.5)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60

Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.
Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Product Use Time Period: Period 4
Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=47) (N=32) (N=9) (N=88)
Weight (kg) n 47 32 9 88
Mean (SD) 78.94 (14.966) 77.64 (13.191) 67.97 (11.177) 77.35 (14.228)
Median 78.80 77.70 68.40 77.15
Min, Max 52.9,115.3 49.3,103.2 48.1,85.8 48.1,115.3
Height (m) n 47 32 9 88
Mean (SD) 1.702 (0.0900) 1.723 (0.0932) 1.713 (0.0946) 1.711 (0.0911)
Median 1.709 1.720 1.737 1.716
Min, Max 1.49, 1.84 1.53, 1.89 1.53, 1.83 1.49, 1.89

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60

Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 4

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=47) (N=32) (N=9) (N=88)
BMI (kg/m®) n 47 32 9 88
Mean (SD) 27.23 (4.502) 26.11 (3.717) 23.07 (2.515) 26.39 (4.215)
Median 27.10 25.80 23.10 26.55
Min, Max 19.1,34.9 18.6, 32.9 19.4, 271 18.6, 34.9
Underweight n (%) 0 0 0 0
Normal weight n (%) 13 (27.7) 13 (40.6) 7(77.8) 33 (37.5)
Overweight n (%) 20 (42.6) 13 (40.6) 2(22.2) 35 (39.8)
Obese n (%) 14 (29.8) 6 (18.8) 0 20 (22.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 4

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=47) (N=32) (N=9) (N=88)
Waist circumference (cm) n 47 32 9 88
Mean (SD) 95.8 (14.89) 97.2 (20.08) 81.9 (8.53) 94.9 (16.95)
Median 94.0 91.5 81.0 92.0
Min, Max 73,149 77,169 73,98 73, 169
Cigarette consumption
10-19 cig/day n (%) 21 (44.7) 19 (59.4) 6 (66.7) 46 ( 52.3)
>19 cig/day n (%) 26 (55.3) 13 (40.6) 3(33.3) 42 (47.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 4

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=47) (N=32) (N=9) (N=88)
FTND score n 47 32 9 88
Mean (SD) 5.8 (2.22) 5.6 (1.70) 5.9 (2.37) 5.8 (2.04)
Median 6.0 6.0 6.0 6.0
Min, Max 1,10 1,9 2,8 1,10
FTND score
Mild n (%) 7(14.9) 3( 94) 2(22.2) 12 (13.6)
Moderate n (%) 19 (40.4) 20 ( 62.5) 3(33.3) 42 (47.7)
Severe n (%) 21(44.7) 9(28.1) 4(44.4) 34 (38.6)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 4

Overall

THSmM2.2 mCC SA PP Set

Variable Statistic (N=47) (N=32) (N=9) (N=88)

Individual product preference

THS 2.2 menthol n (%) 7(14.9) 3( 94) 2(22.2) 12 (13.6)
mCC n (%) 23 (48.9) 21 (65.6) 5 (55.6) 49 ( 55.7)

SA n (%) 2( 4.3) 0 0 2( 2.3)
No preference n (%) 15(31.9) 8 (25.0) 2(22.2) 25(28.4)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 4

Overall
THSmM2.2 mCC SA PP Set
Variable Statistic (N=47) (N=32) (N=9) (N=88)
Day 4 SES Questionnaire
SES educational attainment
Low n (%) 5(10.6) 0 1(11.1) 6( 6.8)
Moderate n (%) 15 (31.9) 9(28.1) 4(44.4) 28 (31.8)
High n (%) 27 (57.4) 23 (71.9) 4(44.4) 54 (61.4)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 4

Overall

THSmM2.2 mCC SA PP Set

Variable Statistic (N=47) (N=32) (N=9) (N=88)

SES annual household income

Low n (%) 20 (42.6) 13 (40.6) 7(77.8) 40 (45.5)
Moderate n (%) 9(19.1) 7(21.9) 0 16 ( 18.2)
High n (%) 8(17.0) 4 (12.5) 2(22.2) 14 (15.9)
Missing n (%) 10 ( 21.3) 8 (25.0) 0 8 (20.5)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Product Use Time Period: Period 4

Overall

THSmM2.2 mCC SA PP Set

Variable Statistic (N=47) (N=32) (N=9) (N=88)

SES Composite

Low n (%) 0 0 1(11.1) 1( 1.1)
Moderate n (%) 20 ( 42.6) 13 (40.6) 6 (66.7) 39 (44.3)
High n (%) 17 (36.2) 11 (34.4) 2(22.2) 30 (34.1)
Missing n (%) 10 (21.3) 8 (25.0) 0 18 (20.5)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 1

Overall
THSmM?2.2 mCC SA PP Set
(N=75) (N=35) (N=24) (N=134)
Variable Statistic Male Female Male Female Male Female Male Female
Age (years) n 46 29 20 15 15 9 81 53
Mean (SD) 38.0 (11.32)40.7 (12.47) 33.0 (10.58) 35.6 (10.51) 38.3 (9.40) 44.3 (12.40)36.8 (10.91) 39.9 (12.09)
Median 33.0 42.0 31.5 32.0 38.0 51.0 34.0 35.0
Min, Max 22,66 24, 64 23, 60 23,55 26, 54 22,57 22, 66 22,64

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 1

Overall
THSmM?2.2 mCC SA PP Set
(N=75) (N=35) (N=24) (N=134)
Variable Statistic Male Female Male Female Male Female Male Female
Race
White n (%) 27 (36.0) 19(25.3) 12(34.3) 12(34.3) 6(25.0) 7(29.2) 45(33.6) 38(284)
Black or African American n (%) 15(20.0) 7( 9.3) 8(22.9) 2( 5.7) 9(37.5) 2( 83) 32(239) 11( 8.2
American Indian or Alaska n (%) 0 0 0 0 0 0 0 0
Native
Asian n (%) 0 0 0 0 0 0 0 0
Native Hawaiian or Other n (%) 0 0 0 0 0 0 0 0
Pacific Islander
Other n (%) 4( 5.3) 3( 4.0) 0 1( 2.9) 0 0 4( 3.0 4( 3.0)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 1

Overall
THSmM?2.2 mCC SA PP Set
(N=75) (N=35) (N=24) (N=134)
Variable Statistic Male Female Male Female Male Female Male Female
Weight (kg) n 46 29 20 15 15 9 81 53
Mean (SD) 82.29 74.87 78.70 73.75 78.74 69.24 80.74 73.60
(13.749) (12.992) (13.460) (12.608) (10.365) (10.443) (13.089) (12.436)
Median 80.65 74.40 79.40 73.60 76.40 70.30 78.80 73.60

Min, Max 54.6, 115.3 52.9, 105.9 60.9, 103.2 49.3,97.3 59.5,97.1 48.1,81.8 54.6,115.3 48.1,105.9

Height (m) n 46 29 20 15 15 9 81 53
Mean (SD)  1.759 1.627 1.773 1.634 1.766 1.609 1.764 1.626
(0.0533)  (0.0646)  (0.0695)  (0.0762)  (0.0435)  (0.0428)  (0.0558)  (0.0645)
Median 1.769 1.626 1.779 1.616 1.756 1.608 1.770 1.617

Min, Max  1.65,1.84 149,175 1.61,189 1.51,1.78 1.69,1.85 153,168 1.61,1.89 1.49,61.78

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 1

Overall
THSmM?2.2 mCC SA PP Set
(N=75) (N=35) (N=24) (N=134)
Variable Statistic Male Female Male Female Male Female Male Female
BMI (kg/m?) n 46 29 20 15 15 9 81 53
Mean (SD) 26.54 28.23 24.95 27.54 25.25 26.68 25.91 27.77
(3.989) (4.223) (3.502) (3.797) (3.067) (3.505) (3.748) (3.964)
Median 26.65 27.10 24.15 28.00 24.20 27.30 26.10 28.00

Min, Max  19.1,34.1 20.6,34.9 20.0,314 186,329 21.0,31.5 20.6,32.0 19.1,341 18.6,34.9

Underweight n (%) 0 0 0 0 0 0 0 0

Normal weight n (%) 17(227) 7( 93) 11(314) 4(114) 9(375) 4(16.7) 37(27.6) 15(11.2)
Overweight n (%) 20(26.7) 10(13.3) 6(17.1) 7(20.0) 5(20.8) 3(125) 31(23.1) 20(14.9)
Obese n (%) 9(12.0) 12(16.0) 3( 86) 4(11.4) 1( 42) 2( 83) 13( 9.7) 18(13.4)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 1

Overall
THSmM?2.2 mCC SA PP Set
(N=75) (N=35) (N=24) (N=134)
Variable Statistic Male Female Male Female Male Female Male Female
Waist circumference (cm) n 46 29 20 15 15 9 81 53
Mean (SD) 93.8 (9.94) 99.8 (27.13) 91.1 (9.05)  104.2  92.0 (10.58) 92.7 (9.94) 92.8 (9.80) 99.8 (24.71)
(26.17)
Median 94.0 96.0 89.0 94.0 91.0 92.0 92.0 94.0

Min, Max 73,113 28, 167 80, 110 77,169 76, 109 73,104 73,113 28,169

Cigarette consumption
10-19 cig/day n (%) 31(41.3) 12(16.0) 14(40.0) 6(17.1) 10(41.7) 3(125) 55(41.0) 21(15.7)
>19 cig/day n (%) 15(20.0) 17(22.7) 6(171) 9(25.7) 5(208) 6(25.0) 26(19.4) 32(23.9)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 1

Overall
THSmM?2.2 mCC SA PP Set
(N=75) (N=35) (N=24) (N=134)
Variable Statistic Male Female Male Female Male Female Male Female
FTND score n 46 29 19 15 15 9 80 53
Mean (SD) 5.3 (2.21) 6.2(2.28) 5.3(1.86) 5.8(1.53) 51(1.99) 6.3(1.94) 5.3(2.07) 6.1(2.01)
Median 6.0 6.0 5.0 6.0 6.0 7.0 6.0 6.0
Min, Max 0,9 1,10 1,9 3,8 2,8 2,8 0,9 1,10
FTND score
Mild n (%) 10(13.3) 3( 4.0) 3( 86) 1( 29) 4(167) 1( 42) 17(127) 5( 3.7)
Moderate n (%) 19(25.3) 12(16.0) 12(34.3) 9(257) 8(333) 3(125) 39(29.1) 24(17.9)
Severe n (%) 17 (22.7) 14(187) 4(114) 5(14.3) 3(125) 5(20.8) 24(17.9) 24(17.9)
Missing n (%) 0 0 1( 2.9) 0 0 0 1( 0.7) 0

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 1

Overall

THSmM?2.2 mCC SA PP Set

(N=75) (N=35) (N=24) (N=134)
Variable Statistic Male Female Male Female Male Female Male Female

Individual product preference

THS 2.2 menthol n (%) 9(12.0) 1( 1.3) 3( 86) 1( 29) 7(292) 2( 83) 19(14.2) 4( 3.0
mCC n (%) 22(29.3) 15(20.0) 10(28.6) 12(34.3) 6(25.0) 4(16.7) 38(284) 31(23.1)
SA n (%) 0 2( 27) 0 0 0 0 0 2( 1.5)
No preference n (%) 15(20.0) 11(14.7) 7(200) 2( 57) 2( 83) 3(125) 24(17.9) 16(11.9)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 1

Overall
THSmM2.2 mCC SA PP Set
(N=75) (N=35) (N=24) (N=134)
Variable Statistic Male Female Male Female Male Female Male Female
Day 4 SES Questionnaire
SES educational attainment
Low n (%) 2( 27) 4( 5.3) 0 0 1( 42) 1( 42) 3( 22) 5( 3.7)
Moderate n (%) 17(227) 7( 93) 9(257) 3( 86) 5(208) 2( 83) 31(231) 12( 9.0)
High n (%) 27 (36.0) 18(24.0) 11(31.4) 11(314) 9(37.5) 6(250) 47(35.1) 35(26.1)
Missing n (%) 0 0 0 1( 2.9) 0 0 0 1( 0.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
Study ID:ZRHM-REXA-08-US  Program:t_demog_pp_sex.sas Status: Final 23FEB16 (Page 8 of 40)



‘ PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-08-US Version 1.0 /25 May 2016 Page 78 0f 4317

Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 1

Overall

THSmM?2.2 mCC SA PP Set

(N=75) (N=35) (N=24) (N=134)
Variable Statistic Male Female Male Female Male Female Male Female

SES annual household income

Low n (%) 19(25.3) 7( 93) 10(28.6) 4(114) 5(208) 4(16.7) 34(254) 15(11.2)
Moderate n (%) 12(16.0) 8(10.7) 3( 86) 4(114) 4(167) 2( 83) 19(142) 14(10.4)
High n (%) 6( 8.0) 7( 93) 2( 5.7) 2( 57) 4(16.7) 2( 83) 12( 9.0) 11( 8.2
Missing n (%) 9(12.0) 7( 9.3) 5(14.3) 5(14.3) 2( 8.3) 1( 42) 16(11.9) 13( 9.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 1

Overall
THSmM?2.2 mCC SA PP Set
(N=75) (N=35) (N=24) (N=134)
Variable Statistic Male Female Male Female Male Female Male Female
SES Composite
Low n (%) 0 0 0 0 0 0 0 0
Moderate n (%) 19(25.3) 8(10.7) 10(286) 4(114) 6(250) 4(16.7) 35(26.1) 16(11.9)
High n (%) 18 (24.0) 14(187) 5(143) 6(171) 7(292) 4(167) 30(224) 24(17.9)
Missing n (%) 9(12.0) 7( 93) 5(143) 5(143) 2( 83) 1( 42) 16(11.9) 13( 9.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 2

Overall
THSmM?2.2 mCC SA PP Set
(N=40) (N=34) (N=13) (N=87)
Variable Statistic Male Female Male Female Male Female Male Female
Age (years) n 24 16 21 13 8 5 53 34
Mean (SD) 36.7 (11.57)42.2 (12.02) 32.5 (10.50) 34.8 (10.48) 36.4 (7.84) 46.2 (13.60)35.0 (10.67) 39.9 (12.12)
Median 32.0 42.0 30.0 32.0 37.0 51.0 32.0 36.5
Min, Max 25, 66 24, 64 23, 60 23,55 26, 50 22,54 23, 66 22,64

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 2

Overall
THSmM?2.2 mCC SA PP Set
(N=40) (N=34) (N=13) (N=87)
Variable Statistic Male Female Male Female Male Female Male Female
Race
White n (%) 18 (45.0) 12(30.0) 12(35.3) 10(294) 1( 7.7) 4(30.8) 31(356) 26(29.9)
Black or African American n (%) 6(15.0) 4(10.0) 9(26.5) 2( 5.9) 7 (53.8) 1( 7.7) 22(253) 7( 8.0)
American Indian or Alaska n (%) 0 0 0 0 0 0 0 0
Native
Asian n (%) 0 0 0 0 0 0 0 0
Native Hawaiian or Other n (%) 0 0 0 0 0 0 0 0
Pacific Islander
Other n (%) 0 0 0 1( 2.9) 0 0 0 1( 1.1)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 2

Overall
THSmM?2.2 mCC SA PP Set
(N=40) (N=34) (N=13) (N=87)
Variable Statistic Male Female Male Female Male Female Male Female
Weight (kg) n 24 16 21 13 8 5 53 34
Mean (SD) 81.57 74.69 78.23 75.06 71.96 68.28 78.80 73.89
(14.782) (13.696) (13.296) (12.998) (8.922) (12.932) (13.647) (13.138)
Median 82.20 74.30 78.50 73.70 72.25 72.70 78.50 73.85

Min, Max 54.6,108.7 52.9,96.2 60.9,103.2 49.3,97.3 59.5,87.7 48.1,79.7 54.6,108.7 48.1,97.3

Height (m) n 24 16 21 13 8 5 53 34
Mean (SD)  1.753 1.618 1.768 1.646 1.753 1.610 1.759 1.627
(0.0586)  (0.0695)  (0.0725)  (0.0728)  (0.0443)  (0.0532)  (0.0621)  (0.0684)
Median 1.769 1.625 1.778 1.627 1.750 1.608 1.769 1.624

Min, Max  1.65,1.84 149,173 1.61,1.89 1.53,1.78 1.69,1.83 153,168 1.61,1.89 1.49,61.78

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 156.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 2

Overall
THSmM?2.2 mCC SA PP Set
(N=40) (N=34) (N=13) (N=87)
Variable Statistic Male Female Male Female Male Female Male Female
BMI (kg/m?) n 24 16 21 13 8 5 53 34
Mean (SD) 26.48 28.44 24.96 27.63 23.41 26.18 25.41 27.80
(4.227) (4.405) (3.413) (3.858) (2.636) (3.689) (3.814) (4.061)
Median 27.20 26.95 24.80 28.00 23.15 27.30 25.30 27.65

Min, Max  19.1,33.3 20.6,344 20.0,314 186,329 194,278 20.6,30.0 19.1,33.3 18.6,34.4

Underweight n (%) 0 0 0 0 0 0 0 0

Normal weight n (%) 8(20.0) 3( 75) 11(324) 3( 88) 6(46.2) 2(154) 25(28.7) 8( 9.2
Overweight n (%) 11(275) 6(15.0) 7(206) 7(206) 2(154) 2(154) 20(23.00 15(17.2)
Obese n (%) 5(125) 7(175) 3( 88) 3( 8.9) 0 1(77) 8( 92) 11(12.6)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 2

Overall
THSmM?2.2 mCC SA PP Set
(N=40) (N=34) (N=13) (N=87)
Variable Statistic Male Female Male Female Male Female Male Female
Waist circumference (cm) n 24 16 21 13 8 5 53 34
Mean (SD) 93.6 (11.28)99.4 (19.61) 90.6 (9.04) 107.1 83.3(10.17)93.2 (12.05) 90.8 (10.68) 101.4
(26.83) (21.89)
Median 96.0 95.5 87.0 97.0 81.0 97.0 89.0 97.0

Min, Max 73,110 76, 149 80, 110 83, 169 73, 106 73,103 73,110 73,169

Cigarette consumption
10-19 cig/day n (%) 14 (35.0) 4(10.0)0 14(41.2) 5(147) 6(46.2) 1( 7.7) 34(39.1) 10(11.5)
>19 cig/day n (%) 10(25.0) 12(30.0) 7(206) 8(23.5) 2(154) 4(30.8) 19(21.8) 24(27.6)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 2

Overall
THSmM?2.2 mCC SA PP Set
(N=40) (N=34) (N=13) (N=87)
Variable Statistic Male Female Male Female Male Female Male Female
FTND score n 24 16 20 13 8 5 52 34
Mean (SD) 5.8(1.99) 6.6(2.25) 5.3(1.81) 6.0(1.53) 6.3(1.91) 7.4(0.90) 5.7(1.90) 6.5(1.87)
Median 6.0 7.0 5.0 6.0 6.5 8.0 6.0 7.0
Min, Max 1,9 2,10 1,9 3,8 3,8 6,8 1,9 2,10
FTND score
Mild n (%) 3( 75) 1( 25) 3( 88 1( 29 1( 77 0 7( 80) 2( 23)
Moderate n (%) 10 (25.0) 6(15.0) 13(38.2) 7(206) 3(231) 1( 7.7) 26(29.9) 14(16.1)
Severe n (%) 11(27.5) 9(225) 4(11.8) 5(147) 4(30.8) 4(30.8) 19(21.8) 18(20.7)
Missing n (%) 0 0 1( 2.9) 0 0 0 1( 1.1) 0

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 156.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 2

Overall

THSmM?2.2 mCC SA PP Set

(N=40) (N=34) (N=13) (N=87)
Variable Statistic Male Female Male Female Male Female Male Female

Individual product preference

THS 2.2 menthol n (%) 8(20.0) 1( 25) 3( 88) 1( 29) 2(154) 0 13(14.9) 2( 2.3)
mCC n (%) 11(27.5) 8(20.0) 11(324) 10(29.4) 4(30.8) 4(30.8) 26(29.9) 22(25.3)
SA n (%) 0 2( 5.0) 0 0 0 0 0 2( 2.3)
No preference n (%) 5(125) 5(125) 7(206) 2( 59) 2(154) 1( 7.7) 14(161) 8( 9.2

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 2

Overall
THSmM?2.2 mCC SA PP Set
(N=40) (N=34) (N=13) (N=87)
Variable Statistic Male Female Male Female Male Female Male Female
Day 4 SES Questionnaire
SES educational attainment
Low n (%) 2( 50) 3( 7.5) 0 0 1( 77) 1( 77) 3( 34) 4( 46)
Moderate n (%) 7(175) 5(125) 9(265) 2( 59) 3(231) 2(154) 19(21.8) 9(10.3)
High n (%) 15(37.5) 8(20.0) 12(35.3) 11(32.4) 4(30.8) 2(154) 31(35.6) 21(24.1)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Product Use Time Period: Period 2
Overall
THSmM?2.2 mCC SA PP Set
(N=40) (N=34) (N=13) (N=87)
Variable Statistic Male Female Male Female Male Female Male Female
SES annual household income
Low n (%) 11(27.5) 5(125) 11(324) 3( 88) 7(538) 3(231) 29(333) 11(12.6)
Moderate n (%) 5(12.5) 4(10.0) 3( 88) 4(11.8) 1( 7.7) 0 9(10.3) 8( 9.2
High n (%) 4(10.0) 3( 75 2( 59 2( 5.9) 0 1( 7.7) 6( 6.9 6( 6.9)
Missing n (%) 4(10.0) 4(10.0) 5(147) 4(11.8) 0 1( 7.7)  9(10.3) 9(10.3)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60

Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.
Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 2

Overall
THSmM?2.2 mCC SA PP Set
(N=40) (N=34) (N=13) (N=87)
Variable Statistic Male Female Male Female Male Female Male Female
SES Composite
Low n (%) 0 0 0 0 1( 7.7) 0 1( 1.1) 0
Moderate n (%) 11(27.5) 5(125) 11(324) 3( 88) 6(46.2) 3(231) 28(322) 11(12.6)
High n (%) 9(225) 7(175) 5(147) 6(176) 1( 7.7) 1( 7.7) 15(17.2) 14(16.1)
Missing n (%) 4(10.0) 4(10.0) 5(14.7) 4(11.8) 0 1( 7.7)  9(10.3) 9(10.3)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 3

Overall
THSmM?2.2 mCC SA PP Set
(N=39) (N=35) (N=12) (N=86)
Variable Statistic Male Female Male Female Male Female Male Female
Age (years) n 23 16 21 14 9 3 53 33
Mean (SD) 37.0 (11.38)41.4 (12.86) 32.5 (10.50) 34.6 (10.09) 37.7 (8.68) 52.0 (1.74) 35.3 (10.68) 39.5 (12.09)
Median 32.0 42.0 30.0 32.0 37.0 51.0 33.0 34.0
Min, Max 25, 66 24, 64 23, 60 23,55 26, 50 51, 54 23, 66 23, 64

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 3

Overall
THSmM?2.2 mCC SA PP Set
(N=39) (N=35) (N=12) (N=86)
Variable Statistic Male Female Male Female Male Female Male Female
Race
White n (%) 17 (43.6) 12(30.8) 12(34.3) 11(31.4) 3(25.0) 2(16.7) 32(37.2) 25(29.1)
Black or African American n (%) 6(15.4) 3( 7.7y 9(25.7) 2( 5.7) 6 ( 50.0) 1( 83) 21(244) 6( 7.0
American Indian or Alaska n (%) 0 0 0 0 0 0 0 0
Native
Asian n (%) 0 0 0 0 0 0 0 0
Native Hawaiian or Other n (%) 0 0 0 0 0 0 0 0
Pacific Islander
Other n (%) 0 1( 2.6) 0 1( 2.9) 0 0 0 2( 2.3)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 3

Overall
THSmM?2.2 mCC SA PP Set
(N=39) (N=35) (N=12) (N=86)
Variable Statistic Male Female Male Female Male Female Male Female
Weight (kg) n 23 16 21 14 9 3 53 33
Mean (SD) 82.57 77.69 78.23 74.08 73.38 63.00 79.29 74.82
(15.710) (15.673) (13.296) (13.018) (9.542) (14.753) (14.060) (14.664)
Median 83.00 81.30 78.50 73.65 72.40 63.30 78.60 74.00

Min, Max 54.6, 115.3 52.9, 105.9 60.9, 103.2 49.3,97.3 59.5,87.7 48.1,77.6 54.6,115.3 48.1,105.9

Height (m) n 23 16 21 14 9 3 53 33
Mean (SD) 1.753 1.624 1.768 1.643 1.756 1.581 1.759 1.628
(0.0595) (0.0741) (0.0725) (0.0706) (0.0425) (0.0448) (0.0620) (0.0710)
Median 1.769 1.625 1.778 1.622 1.755 1.605 1.769 1.616

Min, Max  1.65,1.84 149,174 161,189 1.53,1.78 1.69,1.83 153,161 1.61,1.89 1.49,61.78

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 3

Overall
THSmM?2.2 mCC SA PP Set
(N=39) (N=35) (N=12) (N=86)
Variable Statistic Male Female Male Female Male Female Male Female
BMI (kg/m?) n 23 16 21 14 9 3 53 33
Mean (SD) 26.74 29.29 24.96 27.34 23.79 25.07 25.53 28.08
(4.216) (4.701) (3.413) (3.860) (2.752) (4.718) (3.805) (4.431)
Median 27.20 30.65 24.80 28.00 23.20 24.60 25.30 28.00

Min, Max  19.1,34.1 20.6,34.9 20.0,314 186,329 194,278 20.6,30.0 19.1,341 18.6,34.9

Underweight n (%) 0 0 0 0 0 0 0 0

Normal weight n (%) 7(179) 3( 7.7) 11(314) 4(114) 6(50.0) 2(16.7) 24(27.9) 9(10.5)
Overweight n (%) 11(28.2) 4(10.3) 7(20.0) 7(20.0) 3(25.0) 0 21(24.4) 11(12.8)
Obese n (%) 5(128) 9(231) 3( 86) 3( 8.6) 0 1( 83) 8( 93) 13(15.1)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 3

Overall
THSmM?2.2 mCC SA PP Set
(N=39) (N=35) (N=12) (N=86)
Variable Statistic Male Female Male Female Male Female Male Female
Waist circumference (cm) n 23 16 21 14 9 3 53 33
Mean (SD) 95.0 (11.13) 101.9 90.6 (9.04) 104.9 85.6 (10.97)87.3 (12.67)91.6 (10.68) 101.8
(19.58) (27.00) (22.58)
Median 98.0 97.5 87.0 94.5 81.0 92.0 91.0 97.0

Min, Max 73,113 76, 149 80, 110 77,169 73, 106 73,97 73,113 73,169

Cigarette consumption
10-19 cig/day n (%) 12(30.8) 4(10.3) 14(40.0) 6(171) 7(583) 1( 83) 33(384) 11(12.8)
>19 cig/day n (%) 11(28.2) 12(30.8) 7(20.0) 8(229) 2(16.7) 2(16.7) 20(23.3) 22(25.6)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 3

Overall
THSmM?2.2 mCC SA PP Set
(N=39) (N=35) (N=12) (N=86)
Variable Statistic Male Female Male Female Male Female Male Female
FTND score n 23 16 20 14 9 3 52 33
Mean (SD) 5.9(1.99) 6.0(2.37) 5.3(1.81) 59(1.57) 52(254) 7.3(1.16) 55(2.01) 6.1(1.97)
Median 6.0 6.0 5.0 6.0 6.0 8.0 6.0 6.0
Min, Max 1,9 1,10 1,9 3,8 2,8 6,8 1,9 1,10
FTND score
Mild n (%) 2( 51) 2( 51) 3( 86) 1( 29) 3(250) 0 8( 9.3) 3( 3.5)
Moderate n (%) 10(25.6) 7(17.9) 13(37.1) 8(229) 3(250) 1( 83) 26(30.2) 16(18.6)
Severe n (%) 11(28.2) 7(17.9) 4(114) 5(143) 3(250) 2(16.7) 18(20.9) 14(16.3)
Missing n (%) 0 0 1( 2.9) 0 0 0 1( 1.2) 0

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 3

Overall

THSmM?2.2 mCC SA PP Set

(N=39) (N=35) (N=12) (N=86)
Variable Statistic Male Female Male Female Male Female Male Female

Individual product preference

THS 2.2 menthol n (%) 5(12.8) 1( 26) 3( 86) 1( 29) 2(16.7) 0 10 (11.6) 2( 2.3)
mCC n (%) 11(28.2) 7(17.9) 11(314) 11(31.4) 5(41.7) 3(250) 27(31.4) 21(24.4)
SA n (%) 0 2( 5.1) 0 0 0 0 0 2( 2.3)
No preference n (%) 7(17.9) 6(154) 7(200) 2( 57) 2(16.7) 0 16 (18.6) 8( 9.3)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 3

Overall
THSmM?2.2 mCC SA PP Set
(N=39) (N=35) (N=12) (N=86)
Variable Statistic Male Female Male Female Male Female Male Female
Day 4 SES Questionnaire
SES educational attainment
Low n (%) 2( 51) 3( 7.7) 0 0 1( 8.3) 0 3( 35) 3( 3.5)
Moderate n (%) 7(17.9) 3( 7.7) 9(257) 3( 86) 3(250) 2(167) 19(221) 8( 9.3)
High n (%) 14 (35.9) 10(25.6) 12(34.3) 11(31.4) 5(417) 1( 83) 31(36.0) 22(25.6)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 3

Overall

THSmM?2.2 mCC SA PP Set

(N=39) (N=35) (N=12) (N=86)
Variable Statistic Male Female Male Female Male Female Male Female

SES annual household income

Low n (%) 9(23.1) 4(103) 11(314) 4(114) 7(583) 2(16.7) 27(314) 10(11.6)
Moderate n (%) 4(103) 4(10.3) 3( 86) 4(11.4) 0 0 7( 81) 8( 9.3)
High n (%) 5(12.8) 3( 77) 2( 5.7) 2( 5.7) 2(16.7) 1( 8.3) 9(10.5) 6( 7.0
Missing n (%) 5(12.8) 5(12.8) 5(14.3) 4(11.4) 0 0 10(11.6) 9(10.5)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 3

Overall
THSmM?2.2 mCC SA PP Set
(N=39) (N=35) (N=12) (N=86)
Variable Statistic Male Female Male Female Male Female Male Female
SES Composite
Low n (%) 0 0 0 0 1( 8.3) 0 1( 1.2) 0
Moderate n (%) 9(23.1) 4(103) 11(314) 4(114) 6(500) 2(16.7) 26(30.2) 10(11.6)
High n (%) 9(23.1) 7(17.9) 5(143) 6(171) 2(16.7) 1( 83) 16(18.6) 14(16.3)
Missing n (%) 5(12.8) 5(12.8) 5(143) 4(11.4) 0 0 10 (11.6)  9(10.5)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 4

Overall
THSmM?2.2 mCC SA PP Set
(N=47) (N=32) (N=9) (N=88)
Variable Statistic Male Female Male Female Male Female Male Female
Age (years) n 28 19 19 13 7 2 54 34
Mean (SD) 36.1 (11.54) 39.7 (12.44) 33.4 (10.65) 34.8 (10.48) 37.3 (9.71) 52.5(2.13) 35.3 (10.92) 38.6 (11.95)
Median 32.0 38.0 33.0 32.0 37.0 52.5 32.0 34.0
Min, Max 25, 66 24, 64 23, 60 23,55 26, 50 51, 54 23, 66 23, 64

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 4

Overall
THSmM?2.2 mCC SA PP Set
(N=47) (N=32) (N=9) (N=88)
Variable Statistic Male Female Male Female Male Female Male Female
Race
White n (%) 20(42.6) 14(29.8) 10(31.3) 10(31.3) 2(22.2) 2(22.2) 32(36.4) 26(29.5)
Black or African American n (%) 6(128) 4( 85) 9(28.1) 2( 6.3) 5 (55.6) 0 20(22.7) 6( 6.8)
American Indian or Alaska n (%) 0 0 0 0 0 0 0 0
Native
Asian n (%) 0 0 0 0 0 0 0 0
Native Hawaiian or Other n (%) 0 0 0 0 0 0 0 0
Pacific Islander
Other n (%) 2( 4.3) 1( 21) 0 1( 3.1) 0 0 2( 2.3) 2( 2.3)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 4

Overall
THSmM?2.2 mCC SA PP Set
(N=47) (N=32) (N=9) (N=88)
Variable Statistic Male Female Male Female Male Female Male Female
Weight (kg) n 28 19 19 13 7 2 54 34
Mean (SD) 80.62 76.47 79.94 74.28 71.47 55.70 79.19 74.41
(15.199) (14.664) (12.804) (13.528) (9.101) (10.749) (13.852) (14.526)
Median 80.65 74.60 80.30 73.70 71.00 55.70 78.55 73.85

Min, Max 54.6,115.3 52.9, 105.9 64.7, 103.2 49.3,97.3 59.5,85.8 48.1,63.3 54.6,115.3 48.1,105.9

Height (m) n 28 19 19 13 7 2 54 34
Mean (SD)  1.755 1.623 1.775 1.647 1.755 1.567 1.762 1.629
(0.0573)  (0.0699)  (0.0662)  (0.0722)  (0.0478)  (0.0538)  (0.0593)  (0.0709)
Median 1.765 1.620 1.780 1.627 1.755 1.567 1.769 1.618

Min, Max  1.65,1.84 149,174 1.66,1.89 1.53,1.78 1.69,1.83 1.53,1.61 1.65 1.89 1.49,61.78

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 4

Overall
THSmM?2.2 mCC SA PP Set
(N=47) (N=32) (N=9) (N=88)
Variable Statistic Male Female Male Female Male Female Male Female
BMI (kg/m?) n 28 19 19 13 7 2 54 34
Mean (SD) 26.10 28.88 25.29 27.29 23.20 22.60 25.44 27.91
(4.286) (4.401) (3.368) (4.013) (2.648) (2.829) (3.860) (4.367)
Median 26.90 27.10 25.10 28.00 23.10 22.60 25.60 26.95

Min, Max  19.1,34.1 20.6,34.9 20.2,314 186,329 194,271 206,246 19.1,341 18.6,34.9

Underweight n (%) 0 0 0 0 0 0 0 0

Normal weight n (%) 10(21.3) 3( 64) 9(281) 4(125) 5(556) 2(222) 24(273) 9(10.2)
Overweight n (%) 13(27.7) 7(149) 7(219) 6(18.8) 2(222) 0 22 (25.0) 13(14.8)
Obese n (%) 5(10.6) 9(19.1) 3( 94) 3( 94) 0 0 8( 9.1) 12(13.6)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 4

Overall
THSmM?2.2 mCC SA PP Set
(N=47) (N=32) (N=9) (N=88)
Variable Statistic Male Female Male Female Male Female Male Female
Waist circumference (cm) n 28 19 19 13 7 2 54 34
Mean (SD) 93.1 (11.19)99.8 (18.71) 91.2 (9.18) 105.9 81.7 (8.16) 82.5(13.44)90.9 (10.66) 101.1
(27.84) (22.57)
Median 93.0 97.0 87.0 97.0 81.0 82.5 88.0 95.5

Min, Max 73,113 76, 149 81,110 77,169 73,98 73, 92 73,113 73,169

Cigarette consumption
10-19 cig/day n (%) 17(36.2) 4( 85) 13(40.6) 6(18.8) 5(55.6) 1(11.1) 35(39.8) 11(12.5)
>19 cig/day n (%) 11(23.4) 15(31.9) 6(18.8) 7(219) 2(222) 1(11.1) 19(21.6) 23(26.1)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 4

Overall
THSmM?2.2 mCC SA PP Set
(N=47) (N=32) (N=9) (N=88)
Variable Statistic Male Female Male Female Male Female Male Female
FTND score n 28 19 19 13 7 2 54 34
Mean (SD) 5.6 (2.09) 6.2(2.42) 53(1.86) 6.1(1.39) 5.6(2.58) 7.0(1.42) 55(2.04) 6.2(2.00)
Median 6.0 6.0 5.0 6.0 6.0 7.0 6.0 6.0
Min, Max 1,9 1,10 1,9 4.8 2,8 6,8 1,9 1,10
FTND score
Mild n (%) 5(10.6) 2( 43) 3( 94) 0 2(22.2) 0 10 (11.4) 2( 2.3)
Moderate n (%) 11(23.4) 8(17.0) 12(37.5) 8(25.0) 2(222) 1(11.1) 25(284) 17(19.3)
Severe n (%) 12(255) 9(191) 4(125) 5(156) 3(333) 1(11.1) 19(216) 15(17.0)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 4

Overall

THSmM?2.2 mCC SA PP Set

(N=47) (N=32) (N=9) (N=88)
Variable Statistic Male Female Male Female Male Female Male Female

Individual product preference

THS 2.2 menthol n (%) 6(12.8) 1( 21) 2( 6.3) 1( 31) 2(222) 0 10 (11.4) 2( 2.3)
mCC n (%) 14(29.8) 9(19.1) 11(344) 10(31.3) 3(333) 2(222) 28(31.8) 21(23.9)
SA n (%) 0 2( 4.3) 0 0 0 0 0 2( 2.3)
No preference n (%) 8(17.0) 7(14.9) 6(188) 2( 63) 2(222) 0 16 (18.2) 9(10.2)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 4

Overall
THSmM?2.2 mCC SA PP Set
(N=47) (N=32) (N=9) (N=88)
Variable Statistic Male Female Male Female Male Female Male Female
Day 4 SES Questionnaire
SES educational attainment
Low n (%) 2( 43) 3( 6.4) 0 0 1(11.1) 0 3( 3.4) 3( 34)
Moderate n (%) 10(21.3) 5(106) 7(21.9) 2( 63) 3(333) 1(11.1) 20(227) 8( 9.1)
High n (%) 16 (34.0) 11(23.4) 12(37.5) 11(34.4) 3(333) 1(11.1) 31(352) 23(26.1)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 4

Overall

THSmM?2.2 mCC SA PP Set

(N=47) (N=32) (N=9) (N=88)
Variable Statistic Male Female Male Female Male Female Male Female

SES annual household income

Low n (%) 14(29.8) 6(12.8) 10(31.3) 3( 94) 6(66.7) 1(11.1) 30(34.1) 10(11.4)
Moderate n (%) 4( 85) 5(106) 3( 94) 4(125) 0 0 7( 80) 9(10.2)
High n (%) 5(10.6) 3( 6.4) 2( 6.3) 2( 6.3) 1(11.1) 1(11.1) 8( 9.1) 6( 6.8)
Missing n (%) 5(10.6) 5(10.6) 4(12.5) 4(12.5) 0 0 9(10.2) 9(10.2)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Product Use Time Period: Period 4

Overall
THSmM?2.2 mCC SA PP Set
(N=47) (N=32) (N=9) (N=88)
Variable Statistic Male Female Male Female Male Female Male Female
SES Composite
Low n (%) 0 0 0 0 1(11.1) 0 1( 1.1) 0
Moderate n (%) 14 (29.8) 6(12.8) 10(31.3) 3( 94) 5(556) 1(11.1) 29(33.0) 10(11.4)
High n (%) 9(19.1) 8(17.0) 5(156) 6(188) 1(11.1) 1(11.1) 15(17.0) 15(17.0)
Missing n (%) 5(10.6) 5(10.6) 4(125) 4(12.5) 0 0 9(10.2) 9(10.2)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 1

THSmM?2.2 mCC SA Overall PP Set
(N=75) (N=35) (N=24) (N=134)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Sex
Male n (%) 31(41.3) 15(20.0) 14(40.0) 6(17.1) 10(417) 5(20.8) 55(41.0) 26(19.4)
Female n (%) 12(16.0) 17(22.7) 6(17.1) 9(25.7) 3(125) 6(250) 21(15.7) 32(23.9)
Age (years) n 43 32 20 15 13 11 76 58
Mean (SD) 38.6 (11.10) 39.6 (12.77) 32.6 (9.03) 36.1 (12.17) 39.2 (10.30) 42.1 (11.64) 37.1 (10.69) 39.2 (12.37)
Median 37.0 35.5 32.0 32.0 37.0 47.0 34.0 35.5
Min, Max 22,60 24, 66 23, 58 23, 60 26, 57 22, 54 22,60 22,66

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 1

THSmM2.2 mCC SA Overall PP Set
(N=75) (N=35) (N=24) (N=134)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Race
White n (%) 23(30.7) 23(30.7) 13(37.1) 11(31.4) 7(29.2) 6(25.0) 43(321) 40(29.9)
Black or African American n (%) 15(20.0) 7( 9.3) 6(17.1) 4(11.4) 6 (25.0) 5(20.8) 27(20.1) 16(11.9)
American Indian or Alaska n (%) 0 0 0 0 0 0 0 0
Native
Asian n (%) 0 0 0 0 0 0 0 0
Native Hawaiian or Other n (%) 0 0 0 0 0 0 0 0
Pacific Islander
Other n (%) 5( 6.7) 2( 2.7) 1( 2.9) 0 0 0 6( 4.5) 2( 1.5)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 1

THSmM2.2 mCC SA Overall PP Set
(N=75) (N=35) (N=24) (N=134)

10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Weight (kg) n 43 32 20 15 13 11 76 58
Mean (SD)  78.61 80.51 77.12 75.87 76.11 74.08 77.79 78.09
(12.121) (16.039) (11.145) (15.820) (14.263) (6.465) (12.136) (14.711)

Median 77.50 84.05 76.95 71.50 73.50 74.70 7715 77.25

Min, Max  57.2,108.8 52.9,115.3 60.9, 101.0 49.3,103.2 48.1,97.1 63.3,83.1 48.1,108.8 49.3, 115.3

Height (m) n 43 32 20 15 13 11 76 58
Mean (SD)  1.719 1.694 1.730 1.692 1.719 1.693 1.722 1.693
(0.0729)  (0.1019)  (0.0864)  (0.1147)  (0.0919)  (0.0859)  (0.0790)  (0.1008)
Median 1.730 1.686 1.720 1.716 1.755 1.675 1.731 1.689

Min, Max  1.53,1.83 1.49,1.84 1.60,1.89 151,185 153,183 1.60,1.85 1.53,1.89 1.49,61.85

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 1

THSmM2.2 mCC SA Overall PP Set
(N=75) (N=35) (N=24) (N=134)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
BMI (kg/m?) n 43 32 20 15 13 11 76 58
Mean (SD)  26.66 27.92 25.75 26.48 25.61 26.00 26.24 27.18
(4.124) (4.107) (3.100) (4.668) (3.352) (3.250) (3.741) (4.133)
Median 26.40 27.30 25.40 26.50 24.60 24.60 25.40 27.20
Min, Max 20.3,344 191,349 220,316 186,329 206,315 21.8,32.0 203,344 18.6,34.9
Underweight n (%) 0 0 0 0 0 0 0 0
Normal weight n (%) 19(25.3) 5( 6.7) 9(257) 6(17.1) 7(292) 6(250) 35(26.1) 17(12.7)
Overweight n (%) 13(17.3) 17(227) 9(257) 4(114) 5(208) 3(125) 27(20.1) 24(17.9)
Obese n (%) 11(14.7) 10(13.3) 2( 57) 5(143) 1( 42) 2( 83) 14(104) 17(12.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60

Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 1

THSmM2.2 mCC SA Overall PP Set
(N=75) (N=35) (N=24) (N=134)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Waist circumference (cm) n 43 32 20 15 13 11 76 58
Mean (SD) 92.6 (17.95) 100.9  91.8 (9.87) 103.2  90.9 (12.02) 93.8 (7.61) 92.1 (15.12)  100.1
(18.76) (26.28) (19.53)
Median 92.0 99.5 91.0 97.0 87.0 92.0 91.0 97.5

Min, Max 28, 161 73,167 77,115 80, 169 73,109 78, 104 28, 161 73,169

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 1

THSmM2.2 mCC SA Overall PP Set
(N=75) (N=35) (N=24) (N=134)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
FTND score n 43 32 20 14 13 11 76 57
Mean (SD) 5.0(2.20) 6.6(2.05) 5.1(1.64) 6.2(1.63) 45(2.15) 6.7(1.01) 4.9(2.04) 6.5(1.78)
Median 5.0 7.0 5.0 6.0 5.0 7.0 5.0 7.0
Min, Max 0,8 1,10 1,8 3,9 2,8 5,8 0,8 1,10
FTND score
Mild n (%) 11(147) 2( 27) 3( 86) 1( 29) 5(20.8) 0 19(14.2) 3( 2.2)
Moderate n (%) 18 (24.0) 13(17.3) 14(40.0) 7(20.0) 6(250) 5(20.8) 38(284) 25(18.7)
Severe n (%) 14 (18.7) 17(227) 3( 86) 6(171) 2( 83) 6(250) 19(14.2) 29(21.6)
Missing n (%) 0 0 0 1( 2.9) 0 0 0 1( 0.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 1

THSmM2.2 mCC SA Overall PP Set
(N=75) (N=35) (N=24) (N=134)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Individual product preference
THS 2.2 menthol n (%) 6( 80) 4( 53) 2( 57) 2( 57) 6(250) 3(125) 14(104) 9( 6.7)
mCC n (%) 22(29.3) 15(20.0) 11(314) 11(314) 6(250) 4(16.7) 39(29.1) 30(224)
SA n (%) 1( 1.3)  1( 1.3) 0 0 0 0 1( 07) 1( 0.7)
No preference n (%) 14 (18.7) 12(16.0) 7(200) 2( 57) 1( 42) 4(16.7) 22(16.4) 18(13.4)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 1

THSmM2.2 mCC SA Overall PP Set
(N=75) (N=35) (N=24) (N=134)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Day 4 SES Questionnaire
SES educational attainment
Low n (%) 2( 27) 4( 53) 0 0 1( 42) 1( 42) 3( 22 5( 3.7)
Moderate n (%) 14(18.7) 10(13.3) 8(229) 4(114) 2( 83) 5(20.8) 24(17.9) 19(14.2)
High n (%) 27 (36.0) 18(24.0) 12(34.3) 10(28.6) 10(41.7) 5(20.8) 49(36.6) 33(24.6)
Missing n (%) 0 0 0 1( 2.9) 0 0 0 1( 0.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 1

THSmM2.2 mCC SA Overall PP Set
(N=75) (N=35) (N=24) (N=134)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
SES annual household income
Low n (%) 16 (21.3) 10(13.3) 7(20.0) 7(20.0) 6(250) 3(125) 29(21.6) 20(14.9)
Moderate n (%) 13(17.3) 7( 93) 6(17.1) 1( 29) 2( 83) 4(167) 21(157) 12( 9.0)
High n (%) 6( 80) 7( 93) 3( 86) 1( 29) 5(208) 1( 42) 14(104) 9( 6.7)
Missing n (%) 8(10.7) 8(10.7) 4(114) 6(17.1) 0 3(125) 12( 9.0) 17(12.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 1

THSmM2.2 mCC SA Overall PP Set
(N=75) (N=35) (N=24) (N=134)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
SES Composite
Low n (%) 0 0 0 0 0 0 0 0
Moderate n (%) 17(22.7) 10(13.3) 7(20.0) 7(20.0) 7(29.2) 3(125) 31(23.1) 20(14.9)
High n (%) 18 (24.0) 14(18.7) 9(257) 2( 57) 6(25.0) 5(20.8) 33(24.6) 21(15.7)
Missing n (%) 8(10.7) 8(10.7) 4(114) 6(17.1) 0 3(125) 12( 9.0) 17(12.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 2

THSmM?2.2 mCC SA Overall PP Set
(N=40) (N=34) (N=13) (N=87)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Sex
Male n (%) 14 (35.0) 10(25.0)0 14(41.2) 7(20.6) 6 (46.2) 2(154) 34(39.1) 19(21.8)
Female n (%) 4(10.0) 12(30.0) 5(14.7) 8(235) 1( 7.7) 4(30.8) 10(11.5) 24(27.6)
Age (years) n 18 22 19 15 7 6 44 43
Mean (SD) 37.4 (10.47)40.1 (13.09) 32.6 (9.28) 34.4 (11.90)38.1 (10.16) 42.5 (12.54) 35.4 (10.01) 38.4 (12.70)
Median 325 37.0 32.0 29.0 37.0 44 .5 32.5 35.0
Min, Max 25, 56 24, 66 23, 58 23, 60 26, 51 22, 54 23, 58 22,66

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 2

THSmM2.2 mCC SA Overall PP Set
(N=40) (N=34) (N=13) (N=87)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Race
White n (%) 12(30.0) 18(45.0) 12(35.3) 10(294) 2(15.4) 3(23.1) 26(299) 31(356
Black or African American n (%) 6 (15.0) 4 (10.0) 6 (17.6) 5(14.7) 5(38.5) 3(23.1) 17(19.5) 12(13.8)
American Indian or Alaska n (%) 0 0 0 0 0 0 0
Native
Asian n (%) 0 0 0 0 0 0 0 0
Native Hawaiian or Other n (%) 0 0 0 0 0 0 0 0
Pacific Islander
Other n (%) 0 0 1( 2.9) 0 0 0 1( 1.1) 0

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 2

THSmM2.2 mCC SA Overall PP Set
(N=40) (N=34) (N=13) (N=87)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Weight (kg) n 18 22 19 15 7 6 44 43
Mean (SD) 80.77 77.23 77.95 75.84 68.49 72.95 77.60 76.15
(12.900) (15.949) (10.793) (15.833) (12.994) (6.171) (12.485) (14.744)
Median 79.35 78.80 78.50 71.50 71.00 74.35 78.35 74.60

Min, Max  59.5,104.7 52.9,108.7 60.9, 101.0 49.3,103.2 48.1,87.7 63.3,79.7 48.1,104.7 49.3, 108.7

Height (m) n 18 22 19 15 7 6 44 43
Mean (SD)  1.725 1.678 1.736 1.702 1.729 1.662 1.730 1.684

(0.0676)  (0.1041)  (0.0839)  (0.1038)  (0.0984)  (0.0557)  (0.0783)  (0.0979)
Median 1.722 1.679 1.720 1.716 1.755 1.654 1.729 1.682

Min, Max  1.59,1.83 1.49,1.84 1.60,1.89 153,185 153,183 1.61,1.74 153,189 1.49,1.85

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 2

THSmM2.2 mCC SA Overall PP Set
(N=40) (N=34) (N=13) (N=87)

10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
BMI (kg/m?) n 18 22 19 15 7 6 44 43
Mean (SD)  27.22 27.30 25.86 26.13 22.76 26.48 25.92 26.78

(4.454) (4.373) (3.143) (4.556) (2.794) (2.643) (3.925) (4.197)

Median 27.10 27.15 25.50 26.10 23.10 26.60 25.85 26.80

Min, Max  20.3,34.4 19.1,343 220,316 18.6,329 194,278 22.7,30.0 194,344 186,343

Underweight n (%) 0 0 0 0 0 0 0 0

Normal weight n (%) 6(15.0) 5(125) 8(235) 6(176) 6(46.2) 2(154) 20(23.00 13(14.9)
Overweight n (%) 7(175) 10(25.0) 9(26.5) 5(14.7) 1( 7.7)  3(231) 17(19.5) 18(20.7)
Obese n (%) 5(125) 7(175) 2( 59) 4(11.8) 0 1(77) 7( 80) 12(13.8)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 2

THSmM2.2 mCC SA Overall PP Set
(N=40) (N=34) (N=13) (N=87)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Waist circumference (cm) n 18 22 19 15 7 6 44 43
Mean (SD) 94.3 (14.14)97.2 (16.23) 92.6 (9.48) 1024  82.3(11.49) 92.7 (9.69) 91.6 (12.35) 98.4 (19.82)
(26.75)
Median 92.0 97.5 91.0 97.0 81.0 94.5 91.0 97.0

Min, Max 73,127 73,149 81,115 80, 169 73,106 78,103 73,127 73,169

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 2

THSmM2.2 mCC SA Overall PP Set
(N=40) (N=34) (N=13) (N=87)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
FTND score n 18 22 19 14 7 6 44 42
Mean (SD) 4.9(2.10) 7.0(1.64) 51(1.67) 6.2(1.63) 6.0(1.92) 75(0.84) 52(1.89) 6.8(1.59)
Median 5.0 7.0 5.0 6.0 6.0 8.0 6.0 7.0
Min, Max 1,8 4,10 1,8 3,9 3,8 6,8 1,8 3,10
FTND score
Mild n (%) 4(10.0) 0 3( 88 1( 29 1( 77 0 8( 9.2) 1( 1.1)
Moderate n (%) 8(20.0) 8(20.0) 13(38.2) 7(206) 3(231) 1( 7.7) 24(276) 16(184)
Severe n (%) 6(15.0) 14(350) 3( 88) 6(176) 3(23.1) 5(385) 12(13.8) 25(28.7)
Missing n (%) 0 0 0 1( 2.9) 0 0 0 1( 1.1)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 2

THSmM2.2 mCC SA Overall PP Set
(N=40) (N=34) (N=13) (N=87)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Individual product preference
THS 2.2 menthol n (%) 5(12.5) 4(10.0) 2( 59) 2( 59) 2(154) 0 9(10.3) 6( 6.9)
mCC n (%) 9(225) 10(25.0) 10(29.4) 11(324) 3(23.1) 5(385) 22(253) 26(29.9)
SA n (%) 1( 25) 1( 25) 0 0 0 0 1( 1.1 1( 1.1)
No preference n (%) 3( 75) 7(175) 7(206) 2( 59) 2(154) 1( 7.7) 12(13.8) 10(11.5)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 2

THSmM2.2 mCC SA Overall PP Set
(N=40) (N=34) (N=13) (N=87)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Day 4 SES Questionnaire
SES educational attainment
Low n (%) 1( 2.5) 4(10.0) 0 0 1(77) 1( 77) 2( 23) 5( 57)
Moderate n (%) 5(125) 7(17.5) 7(206) 4(11.8) 2(154) 3(23.1) 14(16.1) 14(16.1)
High n (%) 12(30.0) 11(27.5) 12(353) 11(32.4) 4(30.8) 2(154) 28(322) 24(27.6)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 2

THSmM2.2 mCC SA Overall PP Set
(N=40) (N=34) (N=13) (N=87)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
SES annual household income
Low n (%) 8(20.0) 8(20.0) 6(176) 8(235) 6(46.2) 4(30.8) 20(23.0) 20(23.0)
Moderate n (%) 5(125) 4(10.0) 6(17.6) 1( 29) 1( 7.7) 0 12(13.8) 5( 5.7)
High n (%) 3( 75) 4(10.0) 3( 88) 1( 29) 0 1( 7.7) 6( 6.9 6( 6.9)
Missing n (%) 2( 5.00 6(15.00) 4(11.8) 5(14.7) 0 1( 77) 6( 6.9) 12(13.8)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 2

THSmM2.2 mCC SA Overall PP Set
(N=40) (N=34) (N=13) (N=87)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
SES Composite
Low n (%) 0 0 0 0 1( 7.7) 0 1( 1.1) 0
Moderate n (%) 8(20.0) 8(20.00 6(176) 8(23.5 5(385) 4(30.8) 19(21.8) 20(23.0)
High n (%) 8(20.0) 8(200) 9(265) 2( 59) 1( 77) 1( 7.7) 18(20.7) 11(12.6)
Missing n (%) 2( 5.00 6(15.00) 4(11.8) 5(14.7) 0 1( 77) 6( 6.9) 12(13.8)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 3

THSmM2.2 mCC SA Overall PP Set
(N=39) (N=35) (N=12) (N=86)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Sex
Male n (%) 12(30.8) 11(28.2) 14(40.0) 7(20.0) 7(583) 2(16.7) 33(384) 20(23.3)
Female n (%) 4(10.3) 12(30.8) 6(17.1) 8(229) 1( 83) 2(16.7) 11(12.8) 22(25.6)
Age (years) n 16 23 20 15 8 4 44 42
Mean (SD) 38.4 (10.13) 39.0 (13.43) 32.6 (9.03) 34.4 (11.90) 39.4 (10.40) 45.0 (8.76) 35.9 (9.96) 38.0 (12.69)
Median 33.5 36.0 32.0 29.0 39.0 445 33.0 33.5
Min, Max 26, 56 24, 66 23, 58 23,60 26, 51 37,54 23, 58 23, 66

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 3

THSmM2.2 mCC SA Overall PP Set
(N=39) (N=35) (N=12) (N=86)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Race
White n (%) 11(28.2) 18(46.2) 13(37.1) 10(28.6) 4(33.3) 1( 83) 28(32.6) 29(33.7)
Black or African American n (%) 5(12.8) 4 (10.3) 6(17.1) 5(14.3) 4 (33.3) 3(25.0)0 15(17.4) 12(14.0)
American Indian or Alaska n (%) 0 0 0 0 0 0 0 0
Native
Asian n (%) 0 0 0 0 0 0 0 0
Native Hawaiian or Other n (%) 0 0 0 0 0 0 0 0
Pacific Islander
Other n (%) 0 1( 2.6) 1( 2.9) 0 0 0 1( 1.2) 1( 1.2)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 3

THSmM2.2 mCC SA Overall PP Set
(N=39) (N=35) (N=12) (N=86)

10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Weight (kg) n 16 23 20 15 8 4 44 42
Mean (SD)  79.99 80.97 77.12 75.84 70.51 71.33 76.96 78.22
(11.801) (18.142) (11.145) (15.833) (13.470) (6.688) (12.007) (16.626)

Median 79.35 84.30 76.95 71.50 71.70 72.20 77.90 77.25

Min, Max  59.5,101.9 52.9,115.3 60.9, 101.0 49.3,103.2 48.1,87.7 63.3,77.6 48.1,101.9 493, 1153

Height (m) n 16 23 20 15 8 4 44 42
Mean (SD)  1.716 1.689 1.730 1.702 1.735 1.666 1.726 1.692

(0.0640)  (0.1064)  (0.0864)  (0.1038)  (0.0928)  (0.0692)  (0.0787)  (0.1010)
Median 1.718 1.690 1.720 1.716 1.766 1.661 1.729 1.693

Min, Max  1.59,1.82 149,184 1.60,1.89 153,185 153,183 1.61,1.74 153,189 1.49,1.85

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP

Set

Product Use Time Period: Period 3

THSmM?2.2 mCC SA Overall PP Set
(N=39) (N=35) (N=12) (N=86)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
BMI (kg/m?) n 16 23 20 15 8 4 44 42
Mean (SD) 27.22 28.19 25.75 26.13 23.26 25.80 25.83 27.23
(4.179) (4.830) (3.100) (4.556) (2.998) (3.094) (3.708) (4.632)
Median 27.10 28.90 25.40 26.10 23.15 25.25 25.40 27.15
Min, Max 20.3,344 191,349 22.0,316 18.6,329 194,278 22.7,30.0 194,344 18.6,34.9
Underweight n (%) 0 0 0 0 0 0 0 0
Normal weight n (%) 5(12.8) 5(12.8) 9(257) 6(17.1) 6(50.0) 2(16.7) 20(23.3) 13(15.1)
Overweight n (%) 7(17.9) 8(20.5) 9(25.7) 5(14.3) 2(16.7) 1( 8.3) 18(20.9) 14(16.3)
Obese n (%) 4(10.3) 10(256) 2( 57) 4(11.4) 0 1( 83) 6( 7.00 15(17.4)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60

Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 3

THSmM2.2 mCC SA Overall PP Set
(N=39) (N=35) (N=12) (N=86)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Waist circumference (cm) n 16 23 20 15 8 4 44 42
Mean (SD) 95.1 (13.74)99.7 (16.38) 91.8 (9.87) 1024  85.0(12.31) 88.0(8.29) 91.8 (12.10) 99.5 (20.23)
(26.75)
Median 93.0 99.0 91.0 97.0 81.0 88.5 91.0 97.5

Min, Max 76, 127 73,149 77,115 80, 169 73,106 78,97 73,127 73,169

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 3

THSmM2.2 mCC SA Overall PP Set
(N=39) (N=35) (N=12) (N=86)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
FTND score n 16 23 20 14 8 4 44 41
Mean (SD) 5.1(2.24) 6.5(1.86) 5.1(1.64) 6.2(1.63) 4.9(248) 75(1.00) 5.0(1.99) 6.5(1.72)
Median 5.0 7.0 5.0 6.0 5.0 8.0 5.0 7.0
Min, Max 1,8 1,10 1,8 3,9 2,8 6,8 1,8 1,10
FTND score
Mild n (%) 3(77) 1( 26) 3( 86) 1( 29) 3(25.0) 0 9(105) 2( 2.3)
Moderate n (%) 7(179) 10(25.6) 14(40.0) 7(20.0) 3(25.0) 1( 83) 24(279) 18(20.9)
Severe n (%) 6(154) 12(30.8) 3( 86) 6(171) 2(16.7) 3(25.0) 11(128) 21(244)
Missing n (%) 0 0 0 1( 2.9) 0 0 0 1( 1.2)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 3

THSmM2.2 mCC SA Overall PP Set
(N=39) (N=35) (N=12) (N=86)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Individual product preference
THS 2.2 menthol n (%) 2( 51) 4(103) 2( 57) 2( 57) 2(16.7) 0 6( 7.00 6( 7.0
mCC n (%) 8(20.5) 10(25.6) 11(31.4) 11(31.4) 4(33.3) 4(333) 23(26.7) 25(29.1)
SA n (%) 1( 26) 1( 28) 0 0 0 0 1( 12 1( 1.2)
No preference n (%) 5(12.8) 8(20.5) 7(200) 2( 57) 2(16.7) 0 14 (16.3) 10 ( 11.6)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 3

THSmM2.2 mCC SA Overall PP Set
(N=39) (N=35) (N=12) (N=86)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Day 4 SES Questionnaire
SES educational attainment
Low n (%) 1( 2.6) 4(10.3) 0 0 1( 8.3) 0 2( 23) 4( 47)
Moderate n (%) 5(12.8) 5(12.8) 8(229) 4(114) 2(16.7) 3(25.0) 15(17.4) 12(14.0)
High n (%) 10(25.6) 14(35.9) 12(34.3) 11(31.4) 5(41.7) 1( 83) 27(314) 26(30.2)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 3

THSmM2.2 mCC SA Overall PP Set
(N=39) (N=35) (N=12) (N=86)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
SES annual household income
Low n (%) 6(154) 7(179) 7(20.0) 8(229) 6(50.0) 3(25.0) 19(22.1) 18(20.9)
Moderate n (%) 4(10.3) 4(10.3) 6(17.1) 1( 2.9) 0 0 10(11.6) 5( 5.8)
High n (%) 4(10.3) 4(103) 3( 86) 1( 29) 2(167) 1( 83) 9(105) 6( 7.0)
Missing n (%) 2( 51) 8(205) 4(11.4) 5(14.3) 0 0 6( 7.00 13(15.1)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 3

THSmM2.2 mCC SA Overall PP Set
(N=39) (N=35) (N=12) (N=86)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
SES Composite
Low n (%) 0 0 0 0 1( 8.3) 0 1( 1.2) 0
Moderate n (%) 6(154) 7(17.9) 7(200) 8(229) 5(41.7) 3(250) 18(20.9) 18(20.9)
High n (%) 8(20.5) 8(20.5) 9(257) 2( 57) 2(167) 1( 83) 19(221) 11(12.8)
Missing n (%) 2( 51) 8(205) 4(11.4) 5(14.3) 0 0 6( 7.00 13(15.1)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP

Set

Product Use Time Period: Period 4

THSmM2.2 mCC SA Overall PP Set
(N=47) (N=32) (N=9) (N=88)
10-19 >19 10-19 >19 10-19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Sex
Male n (%) 17 (36.2) 11(23.4) 13(406) 6(188) 5(556) 2(222) 35(39.8) 19(21.6)
Female n (%) 4( 85) 15(319) 6(188) 7(219) 1(11.1) 1(11.1) 11(125) 23(26.1)
Age (years) n 21 26 19 13 6 46 42
Mean (SD) 36.9 (10.82)38.1 (12.92) 33.0 (9.05) 35.4 (12.44)39.5 (12.03) 43.0 (9.54) 35.6 (10.32) 37.6 (12.47)
Median 32.0 34.0 32.0 29.0 41.0 32.0 33.5
Min, Max 25, 56 24, 66 23, 58 23,60 26, 51 37,54 23, 58 23, 66

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60

Visit]) and Period 4 (]JDay 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 4

THSmM2.2 mCC SA Overall PP Set
(N=47) (N=32) (N=9) (N=88)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Race
White n (%) 14 (29.8) 20(42.6) 12(37.5) 8(25.0) 3(33.3) 1(11.1) 29(33.0) 29(33.0)
Black or African American n (%) 5(10.6) 5(10.6) 6(18.8) 5(15.6) 3(33.3) 2(22.2) 14(159) 12(13.6)
American Indian or Alaska n (%) 0 0 0 0 0 0 0 0
Native
Asian n (%) 0 0 0 0 0 0 0 0
Native Hawaiian or Other n (%) 0 0 0 0 0 0 0 0
Pacific Islander
Other n (%) 2( 4.3) 1( 21) 1( 3.1) 0 0 0 3( 3.4) 1( 1.1)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 4

THSmM2.2 mCC SA Overall PP Set
(N=47) (N=32) (N=9) (N=88)

10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Weight (kg) n 21 26 19 13 6 3 46 42
Mean (SD)  78.00 79.70 77.97 77.15 67.33 69.23 76.60 78.16
(11.559) (17.433) (10.758) (16.598) (13.494) (6.391) (11.793) (16.601)

Median 78.60 83.40 78.50 76.90 66.65 68.40 77.75 76.45

Min, Max  59.5,101.9 52.9,115.3 61.3, 101.0 49.3,103.2 48.1,85.8 63.3,76.0 48.1,101.9 493, 115.3

Height (m) n 21 26 19 13 6 3 46 42
Mean (SD)  1.727 1.681 1.736 1.704 1.727 1.685 1.731 1.688

(0.0634)  (0.1035)  (0.0839)  (0.1058)  (0.1078)  (0.0704)  (0.0769)  (0.1008)
Median 1.727 1.679 1.720 1.716 1.767 1.713 1.729 1.689

Min, Max  1.59,1.83 1.49,1.84 1.60,1.89 153,185 153,183 1.61,1.74 153,189 1.49,1.85

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
Study ID:ZRHM-REXA-08-US  Program:t_demog_pp_cc.sas Status: Final 23FEB16 (Page 33 of 40)



‘ PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-08-US Version 1.0 /25 May 2016 Page 143 of 4317

Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 4

THSmM2.2 mCC SA Overall PP Set
(N=47) (N=32) (N=9) (N=88)

10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
BMI (kg/m?) n 21 26 19 13 6 3 46 42
Mean (SD)  26.25 28.02 25.86 26.46 22.40 24.40 25.59 27.28

(4.341) (4.556) (3.139) (4.547) (2.736) (1.610) (3.839) (4.472)

Median 26.60 27.20 25.50 26.10 22.05 24.60 25.40 26.80

Min, Max  20.3,34.4 19.1,349 220,316 18.6,329 194,271 227,259 194,344 186,349

Underweight n (%) 0 0 0 0 0 0 0 0

Normal weight n (%) 8(17.0) 5(10.6) 8(25.0) 5(156) 5(556) 2(222) 21(239) 12(13.6)
Overweight n (%) 9(19.1) 11(234) 9(28.1) 4(12.5) 1(11.1) 1(11.1) 19(21.6) 16(18.2)
Obese n (%) 4( 85) 10(213) 2( 6.3) 4(125) 0 0 6( 6.8) 14(15.9)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
Study ID:ZRHM-REXA-08-US  Program:t_demog_pp_cc.sas Status: Final 23FEB16 (Page 34 of 40)
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 4

THSmM2.2 mCC SA Overall PP Set
(N=47) (N=32) (N=9) (N=88)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Waist circumference (cm) n 21 26 19 13 6 3 46 42
Mean (SD) 92.6 (13.17)98.4 (15.92)91.8 (10.13) 1049  80.3 (9.38) 85.0 (7.00) 90.7 (12.02) 99.5 (20.24)
(27.88)
Median 91.0 98.0 91.0 99.0 78.5 85.0 88.0 97.5

Min, Max 73,127 73,149 77,115 81, 169 73,98 78,92 73,127 73,169

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 4

THSmM2.2 mCC SA Overall PP Set
(N=47) (N=32) (N=9) (N=88)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
FTND score n 21 26 19 13 6 3 46 42
Mean (SD) 4.9(2.20) 6.6(1.95) 5.1(1.69) 6.5(1.40) 52(257) 7.3(1.16) 5.0(2.01) 6.6(1.73)
Median 4.0 7.0 5.0 6.0 5.0 8.0 5.0 7.0
Min, Max 1,8 1,10 1,8 4,9 2,8 6,8 1,8 1,10
FTND score
Mild n (%) 6(128) 1( 21) 3( 94) 0 2(22.2) 0 11(12.5) 1( 1.1)
Moderate n (%) 8(17.0) 11(234) 13(406) 7(219) 2(222) 1(11.1) 23(26.1) 19(21.6)
Severe n (%) 7(149) 14(298) 3( 94) 6(188) 2(222) 2(222) 12(13.6) 22(25.0)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
Study ID:ZRHM-REXA-08-US  Program:t_demog_pp_cc.sas Status: Final 23FEB16 (Page 36 of 40)



‘ PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-08-US Version 1.0 /25 May 2016 Page 146 of 4317

Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 4

THSmM?2.2 mCC SA Overall PP Set
(N=47) (N=32) (N=9) (N=88)

10-19 >19 10-19 >19 10-19 >19 10-19 >19

Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Individual product preference

THS 2.2 menthol n (%) 3( 64) 4( 8.5) 2( 6.3) 1( 3.1) 2(22.2) 0 7( 8.0) 5( 5.7)
mCC n (%) 11(23.4) 12(25.5) 11(34.4) 10(31.3) 2(222) 3(33.3) 24(27.3) 25(284)
SA n (%) 1( 21)  1( 21) 0 0 0 0 1(1.1) 1( 1.1)
No preference n (%) 6(12.8) 9(19.1) 6(188) 2( 6.3) 2(222) 0 14 (15.9) 11 (12.5)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 4

THSmM2.2 mCC SA Overall PP Set
(N=47) (N=32) (N=9) (N=88)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
Day 4 SES Questionnaire
SES educational attainment
Low n (%) 1( 21) 4( 85) 0 0 1(11.1) 0 2( 23) 4( 45)
Moderate n (%) 8(17.0) 7(149) 7(219) 2( 63) 2(222) 2(222) 17(19.3) 11(125)
High n (%) 12(25.5) 15(31.9) 12(37.5) 11(34.4) 3(33.3) 1(11.1) 27(30.7) 27(30.7)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 4

THSmM2.2 mCC SA Overall PP Set
(N=47) (N=32) (N=9) (N=88)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
SES annual household income
Low n (%) 11(23.4) 9(191) 7(219) 6(188) 5(556) 2(222) 23(26.1) 17(19.3)
Moderate n (%) 4( 85) 5(106) 6(18.8) 1( 3.1) 0 0 10(11.4) 6( 6.8)
High n (%) 4( 85) 4( 85) 3( 94) 1( 31) 1(11.1) 1(111) 8( 91) 6( 6.8)
Missing n (%) 2( 43) 8(17.00 3( 94) 5(15.6) 0 0 5( 5.7) 13(14.8)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.12, and 15.3.6.13
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption - PP
Set

Product Use Time Period: Period 4

THSmM2.2 mCC SA Overall PP Set
(N=47) (N=32) (N=9) (N=88)
10-19 >19 10-19 >19 10-19 >19 10-19 >19
Variable Statistic cig/day cig/day cig/day cig/day cig/day cig/day cig/day cig/day
SES Composite
Low n (%) 0 0 0 0 1(11.1) 0 1( 1.1) 0
Moderate n (%) 11(234) 9(19.1) 7(219) 6(18.8) 4(444) 2(222) 22(250) 17(19.3)
High n (%) 8(17.0) 9(19.1) 9(28. 2( 6.3) 1(11.1) 1(11.1) 18(20.5) 12(13.6)
Missing n (%) 2( 43) 8(17.00 3( 94) 5(15.6) 0 0 5( 5.7) 13(14.8)

Note: Periods defined as Period 1 ([Day 1 - Day 6 confinement]), Period 2 ([Day 6 ambulatory - Day 30 Visit]), Period 3 (]Day 30 Visit - Day 60
Visit]) and Period 4 (]Day 60 Visit - Day 90 Visit].

Note: Height at Screening and body weight and waist circumference at Admission (Day -2) are used.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: BMI = Body Mass Index; FTND = Fagerstrom Test for Nicotine Dependence, SES = Socio-Economic Status.
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Table 15.2.1.5 Summary of Current Cigarette Brands at Screening - Safety Population

THSmM2.2
(N=80)
Brand n (%)
Newport 12 (15.0)
Marlboro Menthol 7( 8.8)
Newport 100's 8(10.0)
305's Menthol 100's 3( 3.8)
Marlboro Menthol 100's 3( 3.8)
Camel Crush Menthol 2( 25)
Marlboro Black Menthol 100's 3( 3.8
Other 33 (41.3)

Note: 'Product Test' refers to all subjects who tested the THS product but were not randomized.

Note: The Overall Safety refers to all subjects in the Safety Population.

mCC
(N=41)
n (%)

9(22.0)
4( 9.8)
1( 2.4)
1( 2.4)
2( 4.9)
1( 2.4)

21 (51.2)

SA Product Test
(N=39) (N=5)
n (%) n (%)

6 (15.4)
2( 5.1) 1(20.0)
2( 5.1)
2( 5.1)
1(20.0)
1( 2.6)
1( 2.6)
19 (48.7) 2 (40.0)

Note: mCC = Menthol Conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages are based on the number of subjects indicated in the column header (N).

Note: Only brands used by at least 4 subejcts in the Safety Population are presented.

Appendix 15.3.1.2
Study ID:ZRHM-REXA-08-US Program: t_cigbrand.sas

Status: Final

21SEP15

Overall Safety
(N=165)
n (%)

27 (16.4)
14 ( 8.5)
11( 6.7)
6( 3.6
6( 3.6)
4( 2.4)
4( 2.4)
75 ( 45.5)

(Page 1 of 1)
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Table 15.2.1.6 Summary of Medical History - Safety Population

Overall
THSmM2.2 mCC SA Product Test Safety
System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)
Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Any medical history 51 (63.8) 183 19 (46.3) 71 26 (66.7) 81 3 (60.0) 17 99 (60.0) 352
Surgical and medical procedures 43 (53.8) 93 16 (39.0) 40 20 (51.3) 45 2 (40.0) 6 81 (49.1) 184
Tooth extraction 28 (35.0) 32 10 (24.4) 11 15 (38.5) 17 0 53 (32.1) 60
Tonsillectomy 8 (10.0) 8 5 (122) 5 3 (77 3 1 (20.0) 1 17 (10.3) 17
Caesarean section 7 (8.8) 10 2 (49) 4 4 (10.3) 12 0 13 (7.9) 26
Female sterilisation 7 (88) 7 1 (24) 1 2 (5.1) 2 0 10 (6.1) 10
Hysterectomy 6 (75 6 1 (24) 1 1 (26) 1 1 (20.0) 1 9 (5.5) 9
Cholecystectomy 2 (25) 2 2 (49 2 0 1 (20.0) 1 5 (3.0) 5
Keratomileusis 3 (38) 3 1 (24) 1 0 0 4 (24) 4
Fracture treatment 2 (25 2 0 1 (2.6) 1 0 3 (1.8) 3

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
Study ID: ZRHM-REXA-08-US Program: t_medhis.sas Status: Final 21SEP15 (Page 1 of 16)
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Table 15.2.1.6 Summary of Medical History - Safety Population

Overall

THSmM2.2 mCC SA Product Test Safety

System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)

Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events

Sterilisation 1 (1.3 1 1 (24) 1 1 (26) 1 0 3 (1.8) 3
Abdominal operation 1 (1.3) 1 0 1 (2.6) 1 0 2 (1.2 2
Abdominoplasty 2 (25 2 0 0 0 2 (1.2) 2
Adenoidectomy 1 (1.3) 1 0 1 (2.6) 1 0 2 (1.2) 2
Appendicectomy 1 (1.3) 1 1 (24) 1 0 0 2 (1.2 2
Myringotomy 0 2 (49 2 0 0 2 (12) 2
Oophorectomy 2 (25 2 0 0 0 2 (1.2 2
Tendon operation 1 (1.3) 1 1 2.4) 1 0 0 2 (1.2 2
Ear tube insertion 0 1 (24) 3 0 0 1 (0.6) 3
Carpal tunnel 0 1 (24) 2 0 0 1 (0.6) 2

decompression

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
Study ID: ZRHM-REXA-08-US Program: t_medhis.sas Status: Final 21SEP15 (Page 2 of 16)
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Table 15.2.1.6 Summary of Medical History - Safety Population

Overall
THSmM2.2 mCC SA Product Test Safety
System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)
Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Inguinal hernia repair 0 1 (24) 2 0 0 1 (0.6) 2
Rotator cuff repair 1 (13) 2 0 0 0 1 (0.6) 2
Spinal fusion surgery 1 (1.3) 2 0 0 0 1 (0.6) 2
Benign breast lump 0 0 1 (2.6) 1 0 1 (0.6) 1
removal
Breast operation 0 1 (24) 1 0 0 1 (0.6) 1
Breast prosthesis 1 (1.3) 1 0 0 0 1 (0.6) 1
implantation
Cyst removal 0 1 (24) 1 0 0 1 (0.6) 1
Elbow operation 0 1 (24) 1 0 0 1 (0.6) 1
Exploratory operation 0 0 1 (2.6) 1 0 1 (0.6) 1
Eye operation 1 (1.3) 1 0 0 0 1 (0.6) 1

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
Study ID: ZRHM-REXA-08-US Program: t_medhis.sas Status: Final 21SEP15 (Page 3 of 16)
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Table 15.2.1.6 Summary of Medical History - Safety Population

Overall
THSmM2.2 mCC SA Product Test Safety
System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)
Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Gastrointestinal surgery 0 0 1 (2.6) 1 0 1 (0.6) 1
Hand repair operation 1 (1.3) 1 0 0 0 1 (0.6) 1
Intervertebral disc 0 0 0 1 (20.0) 1 1 (0.6) 1
operation
Limb operation 1 (1.3) 1 0 0 0 1 (0.6) 1
Mammoplasty 0 0 0 1 (20.0) 1 1 (0.6) 1
Nail operation 1 (1.3) 1 0 0 0 1 (0.6) 1
Salpingo-oophorectomy 0 0 0 1 (20.0) 1 1 (0.6) 1
bilateral
Shoulder arthroplasty 0 0 1 (2.6) 1 0 1 (0.6) 1
Small intestine operation 1 (1.3) 1 0 0 0 1 (0.6) 1
Splenectomy 1 (1.3) 1 0 0 0 1 (0.6) 1

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
Study ID: ZRHM-REXA-08-US Program: t_medhis.sas Status: Final 21SEP15 (Page 4 of 16)
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Table 15.2.1.6 Summary of Medical History - Safety Population

Overall

THSmM2.2 mCC SA Product Test Safety

System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)

Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Suture insertion 1 (1.3) 1 0 0 0 1 (0.6) 1
Testicular operation 0 0 1 (2.6) 1 0 1 (0.6) 1
Transfusion 1 (1.3) 1 0 0 0 1 (0.6) 1
Vasectomy 1 (1.3) 1 0 0 0 1 (0.6) 1
Vocal cord polypectomy 0 0 1 (2.6) 1 0 1 (0.6) 1
Injury, poisoning and procedural 16 (20.0) 22 6 (146) 8 9 (231) M1 1 (20.0) 1 32 (194) 42
complications

Hand fracture 5 (6.3) 5 0 1 (26) 1 0 6 (3.6) 6
Wrist fracture 1 (13) 2 1 (24) 1 3 (77) 4 0 5 (3.0) 7
Ankle fracture 2 (25 2 0 0 1 (20.0) 1 3 (1.8) 3
Clavicle fracture 0 1 (24) 1 2 (51) 2 0 3 (1.8) 3

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
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Table 15.2.1.6 Summary of Medical History - Safety Population

Overall

THSmM2.2 mCC SA Product Test Safety

System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)

Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events

Lower limb fracture 2 (25 2 0 1 (2.6) 1 0 3 (1.8) 3
Upper limb fracture 1 (1.3) 1 2 (49 2 0 0 3 (1.8) 3
Gun shot wound 1 (1.3) 2 0 1 (2.6) 1 0 2 (1.2) 3
Femur fracture 1 (1.3) 1 0 1 (2.6) 1 0 2 (1.2) 2
Foot fracture 1 (13) 1 0 1 (26) 1 0 2 (12) 2
Laceration 2 (25 2 0 0 0 2 (1.2 2
Tendon rupture 1 (13) 1 1 (24) 1 0 0 2 (12) 2
Facial bones fracture 0 1 (24) 1 0 0 1 (0.6) 1
Limb injury 1 1.3) 1 0 0 0 1 (0.6) 1
Multiple fractures 1 1.3) 1 0 0 0 1 (0.6) 1

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
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Table 15.2.1.6 Summary of Medical History - Safety Population

Overall

THSmM2.2 mCC SA Product Test Safety

System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)

Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Road traffic accident 0 1 (24) 1 0 0 1 (0.6) 1
Spinal fracture 1 (1.3) 1 0 0 0 1 (0.6) 1
Traumatic haemorrhage 0 1 (24) 1 0 0 1 (0.6) 1
Pregnancy, puerperium and perinatal 14 (17.5) 32 1 (24) 3 5 (12.8) 8 2 (40.0) 3 22 (13.3) 46
conditions

Delivery 13 (16.3) 26 1 (24) 3 4 (10.3) 7 1 (20.0) 2 19 (11.5) 38
Ectopic pregnancy 2 (25) 2 0 1 (2.6) 1 0 3 (1.8) 3
Abortion spontaneous 1 (13) 3 0 0 0 1 (0.6) 3
Placenta praevia 1 (1.3) 1 0 0 0 1 (0.6) 1
Pregnancy 0 0 0 1 (20.0) 1 1 (0.6) 1
Infections and infestations 8 (10.0) 8 8 (19.5) 9 4 (10.3) 4 0 20 (12.1) 21

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
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Table 15.2.1.6 Summary of Medical History - Safety Population

Overall

THSmM2.2 mCC SA Product Test Safety

System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)

Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events

Oral herpes 1 (13) 1 0 1 (26) 1 2 (12) 2
Pneumonia 0 2 (49 2 0 2 (12) 2
Urinary tract infection 0 1 (24) 1 1 (2.6) 1 2 (1.2) 2
Amoebiasis 0 0 1 (2.6) 1 1 (0.6) 1
Appendicitis 1 (1.3) 1 0 0 1 (0.6) 1
Chlamydial infection 0 1 (24) 1 0 1 (0.6) 1
Folliculitis 1 (13) 1 0 0 1 (0.6) 1
Furuncle 1 (13) 1 0 0 1 (0.6) 1
Influenza 0 1 (24) 1 0 1 (0.6) 1
Kidney infection 1 (1.3) 1 0 0 1 (0.6) 1

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
Study ID: ZRHM-REXA-08-US Program: t_medhis.sas Status: Final 21SEP15 (Page 8 of 16)
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Table 15.2.1.6 Summary of Medical History - Safety Population

Overall

THSmM2.2 mCC SA Product Test Safety

System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)

Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Mononucleosis syndrome 1 (1.3) 1 0 0 1 (0.6) 1
Nasopharyngitis 0 1 (24) 1 0 1 (0.6) 1
Otitis media 0 1 (24) 1 0 1 (0.6) 1
Staphylococcal infection 0 0 1 (2.6) 1 1 (0.6) 1
Tonsillitis 0 1 (24) 1 0 1 (0.6) 1
Tuberculosis 1 (1.3) 1 0 0 1 (0.6) 1
Upper respiratory tract 0 1 (24) 1 0 1 (0.6) 1
infection

Vaginal infection 1 (1.3) 1 0 0 1 (0.6) 1
Nervous system disorders 5 (63) 5 0 0 0 5 (3.0 5
Tension headache 2 (25 2 2 (1.2) 2

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
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Table 15.2.1.6 Summary of Medical History - Safety Population

Overall
THSmM2.2 mCC SA Product Test Safety
System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)
Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Carpal tunnel syndrome 1 (1.3) 1 1 (0.6) 1
Coma 1 (13) 1 1 (0.6) 1
Headache 1 (1.3) 1 1 (0.6) 1
Psychiatric disorders 0 2 (49 3 1 (26) 2 1 (20.0) 2 4 (24) 7
Anxiety 1 (24) 1 1 (26) 1 0 2 (12) 2
Depression 1 (24) 1 1 (2.6) 1 0 2 (1.2 2
Attention 0 0 1 (20.0) 2 1 (06) 2
deficit/hyperactivity
disorder
Insomnia 1 (24) 1 0 0 1 (0.6) 1
Eye disorders 2 (25) 3 2 (49 3 0 0 4 (24) 6
Myopia 2 (25) 2 1 (24) 1 3 (1.8) 3

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
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Table 15.2.1.6 Summary of Medical History - Safety Population

Overall

THSmM2.2 mCC SA Product Test Safety

System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)

Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Astigmatism 1 (1.3) 1 1 (24) 1 2 (1.2 2
Presbyopia 0 1 (24) 1 1 (0.6) 1
Immune system disorders 3 (38) 3 1 (24) 1 0 0 4 (24) 4
Drug hypersensitivity 3 (38) 3 0 3 (1.8) 3
Multiple allergies 0 1 (24) 1 1 (0.6) 1
Musculoskeletal and connective tissue 3 (3.8) 3 0 0 1 (20.0) 1 4 (24) 4
disorders

Back pain 0 1 (20.0) 1 1 (0.6) 1
Bone disorder 1 3) 1 0 1 (0.6) 1
Myalgia 1 1.3) 1 0 1 (0.6) 1
Rotator cuff syndrome 1 1.3) 1 0 1 (0.6) 1

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
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Table 15.2.1.6 Summary of Medical History - Safety Population

Overall
THSmM2.2 mCC SA Product Test Safety
System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)
Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Neoplasms benign, malignant and 2 (25) 2 0 1 (26) 1 1 (20.0) 1 4 (24) 4
unspecified (incl cysts and polyps)
Adenoma benign 0 1 (2.6) 1 0 1 (0.6) 1
Benign breast neoplasm 1 (1.3) 1 0 0 1 (0.6) 1
Ovarian cancer 0 0 1 (20.0) 1 1 (0.6) 1
Skin papilloma 1 (1.3) 1 0 0 1 (0.6) 1
Reproductive system and breast 2 (25 2 0 2 (51) 2 0 4 (24) 4
disorders
Endometriosis 1 (1.3) 1 0 1 (0.6) 1
Fibrocystic breast 0 1 (2.6) 1 1 (0.6) 1
disease
Ovarian cyst 1 (1.3) 1 0 1 (0.6) 1
Testicular cyst 0 1 (2.6) 1 1 (0.6) 1

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
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‘ PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-08-US Version 1.0 /25 May 2016 Page 163 of 4317

Table 15.2.1.6 Summary of Medical History - Safety Population

Overall
THSmM2.2 mCC SA Product Test Safety
System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)
Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Respiratory, thoracic and mediastinal 1 (1.3) 1 2 (4.9 2 1 (2.6) 1 0 4 (24) 4
disorders
Asthma 0 0 1 (26) 1 1 (0.6) 1
Bronchitis chronic 0 1 (24) 1 0 1 (0.6) 1
Infantile asthma 1 (1.3) 1 0 0 1 (0.6) 1
Oropharyngeal pain 0 1 (24) 1 0 1 (0.6) 1
Skin and subcutaneous tissue 2 (25 2 0 2 (51) 2 0 4 (24) 4
disorders
Acne 0 1 (26) 1 1 (0.6) 1
Chloasma 0 1 (2.6) 1 1 (0.6) 1
Dry skin 1 (1.3) 1 0 1 (0.6) 1
Ingrowing nail 1 (1.3) 1 0 1 (0.6) 1

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
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‘ PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-08-US Version 1.0 /25 May 2016 Page 164 of 4317

Table 15.2.1.6 Summary of Medical History - Safety Population

Overall

THSmM2.2 mCC SA Product Test Safety

System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)

Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events

Investigations 2 (25 2 0 1 (26) 3 0 3 (1.8) 5
Biopsy breast 1 (1.3) 1 1 (26) 3 2 (1.2 4
Arthroscopy 1 (1.3) 1 0 1 (0.6) 1
Social circumstances 2 (25 2 1 (24) 1 0 0 3 (1.8) 3
Blood donor 0 1 (24) 1 1 (0.6) 1
Breast prosthesis user 1 (1.3) 1 0 1 (0.6) 1
Denture wearer 1 (1.3) 1 0 1 (0.6) 1
Blood and lymphatic system disorders 0 0 1 (2.6) 1 1 (20.0) 1 2 (1.2 2
Anaemia 1 (26) 1 0 1 (0.6) 1
Leukocytosis 0 1 (20.0) 1 1 (0.6) 1

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
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Table 15.2.1.6 Summary of Medical History - Safety Population

Overall

THSmM2.2 mCC SA Product Test Safety

System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)

Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Hepatobiliary disorders 0 1 (24) 1 0 1 (20.0) 1 2 (1.2 2
Cholelithiasis 1 (24) 1 0 1 (0.6) 1
Reye's syndrome 0 1 (20.0) 1 1 (0.6) 1
Congenital, familial and genetic 0 0 0 1 (20.0) 1 1 (0.6) 1
disorders

Thalassaemia 1 (20.0) 1 1 (0.6) 1
Ear and labyrinth disorders 1 (1.3) 1 0 0 0 1 (0.6) 1
Otorrhoea 1 (1.3) 1 1 (0.6) 1
Endocrine disorders 1 (1.3) 1 0 0 0 1 (0.6) 1
Hyperthyroidism 1 (1.3) 1 1 (0.6) 1
Gastrointestinal disorders 0 0 1 (2.6) 1 0 1 (0.6) 1

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
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Table 15.2.1.6 Summary of Medical History - Safety Population

Overall

THSmM2.2 mCC SA Product Test Safety

System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)

Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Tooth loss 1 (26) 1 1 (0.6) 1
General disorders and administration 1 (1.3) 1 0 0 0 1 (0.6) 1
site conditions

Device failure 1 (1.3) 1 1 (0.6) 1

Note: "Product Test" refers to all subjects who tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC = Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9.
Study ID: ZRHM-REXA-08-US Program: t_medhis.sas Status: Final 21SEP15 (Page 16 of 16)
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Table 15.2.1.7 Summary of Concomitant Diseases - Safety Population

Overall
THSmM2.2 mCC SA Product Test Safety
System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)
Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Any concomitant disease 50 (62.5) 87 25 (61.0) 59 26 (66.7) 58 2 (40.0) 8 103 (62.4) 212
Eye disorders 18 (22.5) 19 9 (22 9 12 (30.8) 13 0 39 (23.6) 41
Myopia 5 (6.3) 5 5 (122 5 7 (17.9) 7 17 (10.3) 17
Presbyopia 7 (8.8) 7 2 (49 2 3 (7.7) 3 12 (7.3) 12
Astigmatism 1 (1.3) 1 0 2 (5.1) 2 3 (1.8) 3
Hypermetropia 1 (1.3) 1 1 (24) 1 1 (2.6) 1 3 (1.8) 3
Blindness unilateral 1 (1.3) 1 1 (24) 1 0 2 (1.2) 2
Visual impairment 2 (2.9 2 0 0 2 (1.2 2
Conjunctival hyperaemia 1 (1.3) 1 0 0 1 (0.6) 1
Ocular hyperaemia 1 (1.3) 1 0 0 1 (0.6) 1

Note:"Product Test" refers to all subjects tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC =Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9
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Table 15.2.1.7 Summary of Concomitant Diseases - Safety Population

Overall

THSmM2.2 mCC SA Product Test Safety

System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)

Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events

Immune system disorders 15 (18.8) 18 10 (24.4) 12 8 (20.5) 8 1 (20.0) 1 34 (20.6) 39
Seasonal allergy 7 (8.8) 7 7 (17.1) 7 3 (7.7) 3 0 17 (10.3) 17
Drug hypersensitivity 6 (7.5 7 2 2 3 (7.7) 3 1 (20.0) 1 12 (7.3) 13
Allergy to animal 3 (3.8) 3 0 0 0 3 (1.8) 3
Food allergy 1 (1.3) 1 1 (24) 1 1 (2.6) 1 0 3 (1.8) 3
Allergy to arthropod bite 0 0 1 (2.6) 1 0 1 (0.6) 1
Allergy to arthropod sting 0 1 (24) 1 0 0 1 (0.6) 1
Allergy to metals 0 1 (24) 1 0 0 1 (0.6) 1
Social circumstances 7 (8.8) 10 2 (4.9 2 7 (17.9) 8 2 (40.0) 3 18 (10.9) 23
Corrective lens user 3 (3.8) 3 1 (24) 1 3 (7.7) 3 1 (20.0) 1 8 (4.8) 8

Note:"Product Test" refers to all subjects tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC =Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9
Study ID: ZRHM-REXA-08-US Program: t_condis_new.sas Status: Final 21SEP15 (Page 2 of 11)
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Table 15.2.1.7 Summary of Concomitant Diseases - Safety Population

Overall
THSmM2.2 mCC SA Product Test Safety
System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)
Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Tattoo 2 (2.5) 2 1 (24) 1 1 (2.6) 1 1 (20.0) 1 5 (3.0 5
Breast prosthesis user 3 (3.8) 3 0 1 (2.6) 1 0 4 (24) 4
Denture wearer 0 0 2 (5.1) 2 0 2 (1.2 2
Postmenopause 1 (1.3) 1 0 1 (2.6) 1 0 2 (1.2 2
Cosmetic body piercing 1 (1.3) 1 0 0 0 1 (0.6) 1
Edentulous 0 0 0 1 (20.0) 1 1 (0.6) 1
Skin and subcutaneous tissue 8 (10.0) 8 5 (12.2) 5 4 (10.3) 5 0 17 (10.3) 18
disorders
Acne 7 (8.8) 7 4 (9.8) 4 1 (2.6) 1 12 (7.3) 12
Keloid scar 0 0 1 (2.6) 2 1 (0.6) 2
Dermal cyst 0 0 1 (2.6) 1 1 (0.6) 1

Note:"Product Test" refers to all subjects tested the THS product but were not randomized.
Note: The "Overall Safety" refers to all subjects in the Safety Population.
Note: mCC =Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages are based on the number of subjects indicated in the column header (N).
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Table 15.2.1.7 Summary of Concomitant Diseases - Safety Population

Overall

THSmM2.2 mCC SA Product Test Safety

System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)

Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Dry skin 1 (1.3) 1 0 0 1 (0.6) 1
Hirsutism 0 0 1 (2.6) 1 1 (0.6) 1
Skin lesion 0 1 (24) 1 0 1 (0.6) 1
Gastrointestinal disorders 4 (5.0 5 4 (9.8) 4 6 (15.4) 7 1 (20.0) 1 15 (9.1) 17
Dental caries 2 (25) 2 1 (24) 1 2 (5.1) 2 0 5 (3.0) 5
Tooth loss 0 2 (4.9 2 2 (5.1) 2 1 (20.0) 1 5 (3.0) 5
Toothache 1 (1.3) 1 0 1 (2.6) 1 0 2 (1.2) 2
Dyspepsia 1 (1.3) 2 0 0 0 1 (0.6) 2
Gastrooesophageal reflux 0 0 1 (2.6) 1 0 1 (0.6) 1
disease

Inguinal hernia 0 0 1 (2.6) 1 0 1 (0.6) 1

Note:"Product Test" refers to all subjects tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC =Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).
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Table 15.2.1.7 Summary of Concomitant Diseases - Safety Population

System Organ Class
Preferred Term

Nausea

Injury, poisoning and procedural
complications

Tooth fracture
Scar

Laceration
Ligament sprain

Post-traumatic neck
syndrome

Nervous system disorders
Tension headache
Headache

Note:"Product Test" refers to all subjects tested the THS product but were not randomized.
Note: The "Overall Safety" refers to all subjects in the Safety Population.
Note: mCC =Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9
Study ID: ZRHM-REXA-08-US

Program: t_condis_new.sas

Status: Final

21SEP15

Overall
THSmM2.2 mCC SA Product Test Safety
(N=80) (N=41) (N=39) (N=5) (N=165)
n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
0 1 (24) 1 0 0 1 (0.6) 1
3 (38 3 6 (146) 8 1 (2.6) 1 1(20.0) 2 11 (6.7) 14
2 (25) 2 2 (49 2 1 (2.6) 1 0 5 (3.0) 5
0 2 (49) 4 0 1(20.0) 1 3 (1.8) 5
1 (1.3) 1 0 0 1 (20.0 1 2 (1.2) 2
0 1 (24) 1 0 0 1 (0.6) 1
0 1 (24) 1 0 0 1 (0.6) 1
4 (5.0) 4 4 (9.8) 4 2 (5.1) 2 0 10 (6.1) 10
3 (38 3 2 (49 2 1 (2.6) 1 6 (3.6) 6
1 (1.3) 1 1 (24) 1 0 2 (1.2) 2
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Table 15.2.1.7 Summary of Concomitant Diseases - Safety Population

System Organ Class
Preferred Term

Migraine
Sinus headache

Investigations
Lymphocyte count increased
Neutrophil count decreased
Blood cholesterol increased

Blood triglycerides
increased

Gamma-glutamyltransferase
increased

Reproductive system and
breast disorders

Dysmenorrhoea

Overall
THSmM2.2 mCC SA Product Test Safety
(N=80) (N=41) (N=39) (N=5) (N=165)

n (%) Events
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Note:"Product Test" refers to all subjects tested the THS product but were not randomized.
Note: The "Overall Safety" refers to all subjects in the Safety Population.
Note: mCC =Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9
Study ID: ZRHM-REXA-08-US

Program: t_condis_new.sas

Status: Final

(%) Events

(26) 1
(26) 1
(26) 1
(7.7y 3
(51) 2

n (%) Events
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(06) 1
(06) 1
(48) 8
(18) 3
(12) 2
(06) 1
(06) 1
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(42) 8
(24) 4
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Table 15.2.1.7 Summary of Concomitant Diseases - Safety Population

Overall
THSmM2.2 mCC SA Product Test Safety
System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)
Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Fibrocystic breast disease 1 (1.3) 1 1 (24) 1 0 2 (1.2) 2
Breast mass 1 (1.3) 1 0 0 1 (0.6) 1
Ovarian cyst 0 0 1 (2.6) 1 1 (0.6) 1
Respiratory, thoracic and 2 (2.5) 2 4 (9.8) 4 0 0 6 (3.6) 6
mediastinal disorders
Asthma 0 2 (4.9 2 2 (1.2) 2
Cough 2 (25) 2 0 2 (1.2) 2
Lung disorder 0 1 (24) 1 1 (0.6) 1
Sinus congestion 0 1 (24) 1 1 (0.6) 1
Musculoskeletal and connective 2 (2.5) 2 0 3 (7.7) 3 0 5 (3.0) 5
tissue disorders
Back pain 0 2 (5.1) 2 2 (1.2) 2

Note:"Product Test" refers to all subjects tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC =Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9
Study ID: ZRHM-REXA-08-US Program: t_condis_new.sas Status: Final 21SEP15 (Page 7 of 11)
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Table 15.2.1.7 Summary of Concomitant Diseases - Safety Population

Overall
THSmM2.2 mCC SA Product Test Safety
System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)
Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Fibromyalgia 1 (1.3) 1 0 1 (0.6) 1
Limb deformity 1 (1.3) 1 0 1 (0.6) 1
Musculoskeletal pain 0 1 (2.6) 1 1 (0.6) 1
Metabolism and nutrition 0 1 (24) 1 2 (5.1) 2 1 (20.0) 1 4 (24) 4
disorders
Lactose intolerance 0 2 (5.1) 2 0 2 (1.2) 2
Hyperkalaemia 1 (24) 1 0 0 1 (0.6) 1
Type 2 diabetes mellitus 0 0 1 (20.0) 1 1 (0.6) 1
Surgical and medical 3 (3.8) 3 0 0 0 3 (1.8) 3
procedures
Artificial crown procedure 2 (2.5) 2 2 (1.2) 2
Caesarean section 1 (1.3) 1 1 (0.6) 1

Note:"Product Test" refers to all subjects tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC =Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9
Study ID: ZRHM-REXA-08-US Program: t_condis_new.sas Status: Final 21SEP15 (Page 8 of 11)
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Table 15.2.1.7 Summary of Concomitant Diseases - Safety Population

Overall
THSmM2.2 mCC SA Product Test Safety
System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)
Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Neoplasms benign, malignant 1 (1.3) 2 0 1 (2.6) 1 0 2 (1.2) 3
and unspecified (incl cysts and
polyps)
Uterine leiomyoma 1 (1.3) 1 1 (2.6) 1 2 (1.2) 2
Angiofibroma 1 (1.3) 1 0 1 (0.6) 1
Cardiac disorders 1 (1.3) 1 0 1 (2.6) 1 0 2 (1.2) 2
Mitral valve prolapse 0 1 (2.6) 1 1 (0.6) 1
Palpitations 1 (1.3) 1 0 1 (0.6) 1
Congenital, familial and genetic 2 (25) 2 0 0 0 2 (1.2) 2
disorders
Birth mark 1 (1.3) 1 1 (0.6) 1
Syndactyly 1 (1.3) 1 1 (0.6) 1
Infections and infestations 1 (1.3) 1 0 1 (2.6) 1 0 2 (1.2) 2

Note:"Product Test" refers to all subjects tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC =Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9
Study ID: ZRHM-REXA-08-US Program: t_condis_new.sas Status: Final 21SEP15 (Page 9 of 11)
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Table 15.2.1.7 Summary of Concomitant Diseases - Safety Population

Overall

THSmM2.2 mCC SA Product Test Safety

System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)

Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Oral herpes 1 (1.3) 1 1 (2.6) 1 2 (1.2) 2
Psychiatric disorders 0 1 (24) 1 1 (2.6) 1 0 2 (1.2) 2
Insomnia 0 1 (2.6) 1 1 (0.6) 1
Panic attack 1 (24) 1 0 1 (0.6) 1
Renal and urinary disorders 0 2 (4.9 2 0 0 2 (1.2) 2
Nephrolithiasis 2 (4.9 2 2 (1.2) 2
Endocrine disorders 0 1 (24) 1 0 0 1 (0.6) 1
Hypothyroidism 1 (24) 1 1 (0.6) 1
General disorders and 0 0 1 (2.6) 1 0 1 (0.6) 1
administration site conditions

Pain 1 (2.6) 1 1 (0.6) 1

Note:"Product Test" refers to all subjects tested the THS product but were not randomized.

Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC =Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9
Study ID: ZRHM-REXA-08-US Program: t_condis_new.sas Status: Final 21SEP15 (Page 10 of 11)
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Overall
THSmM2.2 mCC SA Product Test Safety
System Organ Class (N=80) (N=41) (N=39) (N=5) (N=165)
Preferred Term n (%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Vascular disorders 0 1 (24) 1 0 0 1 (0.6) 1
Hypertension 1 (24) 1 1 (0.6) 1

Note:"Product Test" refers to all subjects tested the THS product but were not randomized.
Note: The "Overall Safety" refers to all subjects in the Safety Population.

Note: mCC =Menthol conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Appendix 15.3.1.9
Study ID: ZRHM-REXA-08-US Program: t_condis_new.sas Status: Final 21SEP15 (Page 11 of 11)
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Table 15.2.2.1.1 Summary of Daily Product Use in Confinement Period- FAS

Number THSmM2.2
Occasion Visit of Uses Statistic (N=80)
THSmM2.2 Test Day -2 1 n(%) 69 (86.3)
2 n(%) 7 (8.8)
3 n(%) 2 (2.5)
4 n(%)

Day -2 THSmM2.2 n

Mean (SD) 1.1 (0.42)
95% CI 1.0,1.3
Median

Min, Max

Note: mCC = Menthol Conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages are based on the number of subjects indicated in the column header (N).
Note: n represents the number of reporting subjects.
Note: Confinement period is defined as period from Day -2 to Day 6.

Study ID: ZRHM-REXA-08-US  Program: t_produse_fas.sas Status: Final

mCC
(N=41)

32 (78.0)
7 (17.1)
1(2.4)
1(2.4)

41
1.3 (0.65)
1.0,1.5
1.0
1,4

21SEP15

SA
(N=39)

35 (89.7)
4 (10.3)
0
0

39

1.1 (0.31)

1.0,1.3
1.0
1,2

Overall
FAS
(N=160)

136 (85.0)
18 (11.3)
3(1.9)
1(0.6)

159
1.2 (0.47)
1.0,1.3
1.0
1,4
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Table 15.2.2.1.1 Summary of Daily Product Use in Confinement Period- FAS

Number THSmM2.2 mCC SA
Occasion Visit of Uses Statistic (N=80) (N=41) (N=39)
Pre-Randomization Period Day -1 mCC/CC n 79 41 39
Mean (SD) 13.2 (4.04) 13.8 (3.50) 13.3 (3.93)
95% CI 12.2,14.2 12.7,15.0 12.0, 14.7
Median 13.0 13.0 13.0
Min, Max 3,24 8, 21 5,22
Day -1 THSmM2.2 n 0 0 0
Mean (SD)
95% CI
Median
Min, Max

Overall
FAS
(N=160)

159

13.4 (3.86)

12.7, 14.0
13.0
3,24

0

Note: mCC = Menthol Conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Note: n represents the number of reporting subjects.

Note: Confinement period is defined as period from Day -2 to Day 6.

Appendix 15.3.2.1.1, 15.3.2.1.2
Study ID: ZRHM-REXA-08-US  Program: t_produse_fas.sas Status: Final 21SEP15
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Table 15.2.2.1.1 Summary of Daily Product Use in Confinement Period- FAS

Number THSmM2.2 mCC SA
Occasion Visit of Uses Statistic (N=80) (N=41) (N=39)
Pre-Randomization Period Day 0 mCC/CC n 79 41 39
Mean (SD) 12.1 (3.62) 12.6 (3.11) 12.3 (3.61)
95% CI 11.2,13.0 11.5, 13.6 11.1,13.6
Median 11.0 12.0 12.0
Min, Max 6, 20 6, 20 6, 20
Day 0 THSmM2.2 n 0 0 0
Mean (SD)
95% CI
Median
Min, Max

Overall
FAS
(N=160)

159
12.3 (3.48)
11.7,12.9

12.0

6, 20

0

Note: mCC = Menthol Conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.
Note: Percentages are based on the number of subjects indicated in the column header (N).

Note: n represents the number of reporting subjects.

Note: Confinement period is defined as period from Day -2 to Day 6.

Appendix 15.3.2.1.1, 15.3.2.1.2
Study ID: ZRHM-REXA-08-US  Program: t_produse_fas.sas Status: Final 21SEP15
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Table 15.2.2.1.1 Summary of Daily Product Use in Confinement Period- FAS

Number THSmM2.2
Occasion Visit of Uses Statistic (N=80)
Randomization Period Day 1 mCC/CC n 0
Mean (SD)
95% CI
Median
Min, Max
Day 1 THSmM2.2 n 79
Mean (SD) 12.5 (4.60)
95% CI 11.4,13.6
Median 12.0
Min, Max 3,23

mCC
(N=41)

41
11.5 (3.37)
10.4, 12.6

12.0
4,19

0

SA
(N=39)

0

Overall
FAS
(N=160)

41
11.5 (3.37)
10.4, 12.6

12.0
4,19

79

12.5 (4.60)

11.4,13.6
12.0
3,23

Note: mCC = Menthol Conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages are based on the number of subjects indicated in the column header (N).
Note: n represents the number of reporting subjects.
Note: Confinement period is defined as period from Day -2 to Day 6.

Appendix 15.3.2.1.1, 15.3.2.1.2
Study ID: ZRHM-REXA-08-US  Program: t_produse_fas.sas Status: Final

21SEP15
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Table 15.2.2.1.1 Summary of Daily Product Use in Confinement Period- FAS

Number THSmM2.2
Occasion Visit of Uses Statistic (N=80)
Randomization Period Day 2 mCC/CC n 0
Mean (SD)
95% CI
Median
Min, Max
Day 2 THSmM2.2 n 79
Mean (SD) 13.7 (4.85)
95% CI 12.6, 14.8
Median 12.0
Min, Max 3, 26

mCC
(N=41)

40
12.4 (3.69)
11.2,13.6
12.0
6, 21

0

SA
(N=39)

0

Overall
FAS
(N=160)

40
12.4 (3.69)
11.2,13.6
12.0
6, 21

79

13.7 (4.85)

12.6, 14.8
12.0
3,26

Note: mCC = Menthol Conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages are based on the number of subjects indicated in the column header (N).
Note: n represents the number of reporting subjects.
Note: Confinement period is defined as period from Day -2 to Day 6.

Appendix 15.3.2.1.1, 15.3.2.1.2
Study ID: ZRHM-REXA-08-US  Program: t_produse_fas.sas Status: Final

21SEP15
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Table 15.2.2.1.1 Summary of Daily Product Use in Confinement Period- FAS

Number THSmM2.2
Occasion Visit of Uses Statistic (N=80)
Randomization Period Day 3 mCC/CC n 0
Mean (SD)
95% CI
Median
Min, Max
Day 3 THSmM2.2 n 79
Mean (SD) 14.9 (5.22)
95% CI 13.6, 16.1
Median 14.0
Min, Max 3,28

mCC
(N=41)

40

12.6 (3.38)

11.5,13.7
12.0
7,20

0

SA
(N=39)

0

Overall
FAS
(N=160)

40

12.6 (3.38)

11.5,13.7
12.0
7,20

79

14.9 (5.22)

13.6, 16.1
14.0
3,28

Note: mCC = Menthol Conventional cigarettes; SA = Smoking abstinence; THSm2.2 = Tobacco Heating System 2.2 Menthol.

Note: Percentages are based on the number of subjects indicated in the column header (N).
Note: n represents the number of reporting subjects.
Note: Confinement period is defined as period from Day -2 to Day 6.
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