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Table 15.2.1.1 Summary of Subject Disposition - All Screened Subjects

Overall Screened

(N=670)
Status n(%)
Screen failures 439 (65.5)
Screening failures, without product test 439 (65.5)
Screening failures, with product test 0
Reason for screen failure
Entry criteria not met 302 (45.1)
Withdrawal by subject 28 (4.2)
Adverse events 0
Other 109 (16.3)
Enrolled 231 (34.5)
Enrolled not randomized 15 (2.2)
Enrolled not randomized who completed safety follow-up 15 (2.2)
Randomized 216 (32.2)

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 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: 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
Study ID:ZRHM-REXA-07-JP Program: t15020101-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 1 of 3



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-07-JP Version 1.0 /24 February 2016 Page 6 of 3281

Table 15.2.1.1 Summary of Subject Disposition - All Screened Subjects

Overall
THSmM2.2 mCC SA Randomized
(N=107) (N=55) (N=54) (N=216)
Status n(%) n(%) n(%) n(%)
Completed Period 1 106 (99.1) 54 (98.2) 53 (98.1) 213 (98.6)
Completed Period 2 105 (98.1) 54 (98.2) 53 (98.1) 212 (98.1)
Completed Period 3 77 (72.0) 41 (74.5) 38 (70.4) 156 (72.2)
Completed Period 4 76 (71.0) 41 (74.5) 38 (70.4) 155 (71.8)
Completed safety follow-up 107 (100) 55 (100) 54 (100) 216 (100)
Discontinued 31 (29.0) 14 (25.5) 16 (29.6) 61(28.2)
Discontinued Period 1 1(0.9) 1(1.8) 1(1.9) 3(1.4)
Discontinued Period 2 1(0.9) 0 0 1(0.5)
Discontinued Period 3 28 (26.2) 13 (23.6) 15 (27.8) 56 (25.9)
Discontinued Period 4 1(0.9) 0 0 1(0.5)

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 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: 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
Study ID:ZRHM-REXA-07-JP Program: t15020101-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 2 of 3
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Table 15.2.1.1 Summary of Subject Disposition - All Screened Subjects

Randomized

in Tokyo
THSmM2.2 mCC SA Heart Center
(N=78) (N=42) (N=40) (N=160)
Status n(%) n(%) n(%) n(%)
Subjects Randomized in Tokyo Heart Center
Completed Period 1 77 (98.7) 41 (97.6) 39 (97.5) 157 (98.1)
Completed Period 2 77 (98.7) 41 (97.6) 39 (97.5) 157 (98.1)
Completed Period 3 77 (98.7) 41 (97.6) 38 (95.0) 156 (97.5)
Completed Period 4 76 (97.4) 41 (97.6) 38 (95.0) 155 (96.9)
Completed safety follow-up 78 (100) 42 (100) 40 (100) 160 (100)
Discontinued 2(2.6) 1(2.4) 2 (5.0) 5(3.1)
Discontinued Period 1 1(1.3) 1(2.4) 1(2.5) 3(1.9)
Discontinued Period 2 0 0 0 0
Discontinued Period 3 0 0 1(2.5) 1 (0.6)
Discontinued Period 4 1(1.3) 0 0 1 (0.6)

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 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: 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
Study ID:ZRHM-REXA-07-JP Program: t15020101-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 3 of 3
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Table 15.2.1.2 Summary of Reasons for Discontinuations - FAS
THSmM2.2 mCC SA Overall FAS
(N=78) (N=42) (N=40) (N=160)

Discontinuations n(%) n(%) n(%) n(%)
Total no. of discontinuations 2(2.6) 1(2.4) 2 (5.0) 5(3.1)
Reason for discontinuation

Adverse events 0 0 0 0

Protocol violation 0 0 0 0

Withdrawal by subject 2(2.6) 1(2.4) 2(5.0) 5(3.1)

Lost to follow-up 0 0 0 0

Other 0 0 0 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).

Appendix: 15.3.1.8

Study ID:ZRHM-REXA-07-JP Program: t15020102-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015

Page: 1 of 1
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Table 15.2.1.3.1 Summary of Protocol Deviations - Safety Population
Overall
THSmM2.2 mCC SA Safety
(N=78) (N=42) (N=40) (N=160)

Classification of Deviation n (%) Events

n (%) Events

n (%) Events

n (%) Events

Total 77 (98.7) 222

Maijor 12 (15.4) 19
With evaluability impact 11 (14.1) 15
Mis-randomization 1
Mis-use of product in period 1 1(
Mis-use of product in period 2 2 (
Mis-use of product in period 3 5(
Mis-use of product in period 4 6(7.7)6
Without evaluability impact 3(
Assessment missing 3(
Violation 1(

42 (100) 132

cNololololNoNoNoNeNe)

40 (100) 109

3(7.5)3
3(7.5)3
0
1(2.5)1
0
1(2.5)

1

1(2.5) 1
0
0
0

159 (99.4) 463

15 (9.4) 22
14 (8.8) 18

1(0.6) 1

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-07-JP Program: 11502010301-ZRHM-REXA-07-JP-v3.0.sas

Status: Final/03AUG2015

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

Overall

THSmM2.2 mCC SA Safety

(N=78) (N=42) (N=40) (N=160)
Classification of Deviation n (%) Events n (%) Events n (%) Events n (%) Events
Minor 77 (98.7) 203 42 (100) 132 40 (100) 106 159 (99.4) 441
Assessment missing 23 (29.5) 83 10 (23.8) 21 9 (22.5) 21 42 (26.3) 125

Concomitant medication 4(5.1)4 1(2.4)1 2(5.0)2 74.4)7
Procedure violation 24 (30.8) 28 22 (52.4) 66 19 (47.5) 55 65 (40.6) 149

Time missing 2(2.6)2 1(2.4)1 0 3(19)3
Time schedule deviation 64 (82.1) 86 33 (78.6) 43 28 (70.0) 28 125 (78.1) 157

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-07-JP Program: 11502010301-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 2 of 2
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Table 15.2.1.3.2 Analysis Sets and Reasons for Exclusions from Analyses

Product Screen Overall
THSmM2.2 mCC SA Test Failure
Population Sets n(%) Nn(%) n(%) n(%) Nn(%) Nn(%)
Subjects screened 107 55 54 15 439 670
Subjects included in Full Safety Population 107 55 54 15 0 231
Subjects excluded from Full Safety Population 0 0 0 0 439 439
Not exposed to THS m2.2 0 0 0 0 439 439
Subjects included in Safety Population 78 42 40 15 0 175
Subjects excluded from Safety Population 29 13 14 0 439 495
Exposed at site terminated due to ICH/GCP 29 13 14 0 0 56
non-compliance
Not exposed to THS m2.2 0 0 0 0 439 439
Total Subjects Randomized* 107 55 54 NA NA 216
Randomized Subjects included in Full Safety 107 (100) 55 (100) 54 (100) 216 (100)
Population
Subjects excluded from Full Safety Population 0 0 0 0
Subjects did not have valid safety assessment 0 0 0 0

post-randomization

Note: NA = Not applicable; Note: 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.

[1]: "Total Subjects Randomized" refers to randomized subjects and not excluded because ofdue to ICH/GCP non-compliance.

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: 15.3.1.1

Study ID:ZRHM-REXA-07-JP Program: t1502010302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 1 of 4
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Table 15.2.1.3.2 Analysis Sets and Reasons for Exclusions from Analyses

Product Screen Overall
THSmM2.2 mCC SA Test Failure
Population Sets n(%) n(%) n(%) n(%) n(%) n(%)
Randomized Subjects included in Safety 78 (72.9) 42 (76.4) 40 (74.1) 160 (74.1)
Population
Subjects excluded from Safety Population 29 (27.1) 13 (23.6) 14 (25.9) 56 (25.9)
Exposed at site terminated due to ICH/GCP 29 (27.1) 13 (23.6) 14 (25.9) 56 (25.9)
non-compliance
Subjects included in FAS 78 (72.9) 42 (76.4) 40 (74.1) 160 (74.1)
Subjects excluded from FAS 29 (27.1) 13 (23.6) 14 (25.9) 56 (25.9)
ICH/GCP non-compliance 29 (27.1) 13 (23.6) 14 (25.9) 56 (25.9)
Subjects included in PP Set
Period 1 76 (71.0) 42 (76.4) 39 (72.2) 157 (72.7)
Period 2 74 (69.2) 41 (74.5) 39 (72.2) 154 (71.3)
Period 3 71 (66.4) 41 (74.5) 38 (70.4) 150 (69.4)
Period 4 70 (65.4) 41 (74.5) 37 (68.5) 148 (68.5)

Note: NA = Not applicable; Note: 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.

[1]: "Total Subjects Randomized" refers to randomized subjects and not excluded because ofdue to ICH/GCP non-compliance.

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 (JDay 30 Visit — Day 60 Visit]) and
Period 4 (]JDay 60 Visit — Day 90 Visit]).

Appendix: 15.3.1.1

Study ID:ZRHM-REXA-07-JP Program: t1502010302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 2 of 4
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Table 15.2.1.3.2 Analysis Sets and Reasons for Exclusions from Analyses

Product Screen Overall
THSmM2.2 mCC SA Test Failure
Population Sets n(%) n(%) n(%) n(%) n(%) n(%)
Subjects excluded from PP Set for Period 1 31 (29.0) 13 (23.6) 15 (27.8) 59 (27.3)
Not in FAS 29 (27.1) 13 (23.6) 14 (25.9) 56 (25.9)
Has major protocol deviations not compliant 1(0.9) 0 1(1.9) 2(0.9)
Has other major protocol deviations impacting 1(0.9) 0 1(0.5)
evaluability
Subjects excluded from PP Set for Period 2 33 (30.8) 14 (25.5) 15 (27.8) 62 (28.7)
Discontinued in previous period 1(0.9) 1(1.8) 1(1.9) 3(1.4)
Not in FAS 29 (27.1) 13 (23.6) 14 (25.9) 56 (25.9)
Has major protocol deviations not compliant 2(1.9) 0 0 2 (0.9)
Has other major protocol deviations impacting 1(0.9) 0 0 1(0.5)
evaluability

Note: NA = Not applicable; Note: 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.

[1]: "Total Subjects Randomized" refers to randomized subjects and not excluded because ofdue to ICH/GCP non-compliance.

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: 15.3.1.1

Study ID:ZRHM-REXA-07-JP Program: t1502010302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 3 of 4
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Table 15.2.1.3.2 Analysis Sets and Reasons for Exclusions from Analyses

Product Screen Overall
THSmM2.2 mCC SA Test Failure

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

Subjects excluded from PP Set for Period 3 36 (33.6) 14 (25.5) 16 (29.6) 66 (30.6)
Discontinued in previous period 1(0.9) 1(1.8) 1(1.9) 3(1.4)
Not in FAS 29 (27.1) 13 (23.6) 14 (25.9) 56 (25.9)
Has maijor protocol deviations not compliant 5(4.7) 0 1(1.9) 6 (2.8)
Has other major protocol deviations impacting 1(0.9) 0 0 1(0.5)
evaluability

Subjects excluded from PP Set for Period 4 37 (34.6) 14 (25.5) 17 (31.5) 68 (31.5)
Discontinued in previous period 1(0.9) 1(1.8) 2 (3.7) 4 (1.9)
Not in FAS 29 (27.1) 13 (23.6) 14 (25.9) 56 (25.9)
Has major protocol deviations not compliant 6 (5.6) 0 1(1.9) 7(3.2)
Has other major protocol deviations impacting 1(0.9) 0 0 1(0.5)
evaluability

Subjects included in Compliant Population
Period 1 76 (71.0) 42 (76.4) 39 (72.2) 157 (72.7)
Period 2 63 (58.9) 41 (74.5) 38 (70.4) 142 (65.7)
Period 3 65 (60.7) 41 (74.5) 38 (70.4) 144 (66.7)
Period 4 65 (60.7) 41 (74.5) 37 (68.5) 143 (66.2)

Note: NA = Not applicable; Note: 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.

[1]: "Total Subjects Randomized" refers to randomized subjects and not excluded because ofdue to ICH/GCP non-compliance.

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: 15.3.1.1

Study ID:ZRHM-REXA-07-JP Program: t1502010302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 4 of 4
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population
Safety Time Period: Pre-Randomization

Product Overall
THSmM2.2 mCC SA Test Safety
Variable Statistic (N=78) (N=42) (N=40) (N=15) (N=175)
Sex
Male n (%) 45 (57.7) 25 (59.5) 22 (55.0) 10 (66.7) 102 (58.3)
Female n (%) 33 (42.3) 17 (40.5) 18 (45.0) 5(33.3) 73 (41.7)
Age (years) n 78 42 40 15 175
Mean (SD) 37.1 (10.58) 37.4 (11.23) 37.0 (9.96) 43.6 (12.75) 37.7 (10.86)
Median 37.0 37.0 38.0 45.0 38.0
Min, Max 23, 65 23,64 23,55 26, 59 23, 65
Ethnicity
Japanese n (%) 78 (100) 42 (100) 40 (100) 15 (100) 175 (100)
Non-Japanese n (%) 0 0 0 0 0
Weight (kg) n 78 42 40 15 175
Mean (SD) 62.87 (10.976) 61.99 (10.228) 61.36 (11.090) 63.78 (12.053) 62.39 (10.852)
Median 61.55 63.80 59.95 60.00 61.30
Min, Max 45.1,97.8 43.4,84.4 43.7,91.8 50.7,90.5 43.4,97.8

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

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix: 15.3.1.2, 15.3.1.5, 156.3.1.7, 15.3.1.11, 156.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010401-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 1 of 11
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population
Safety Time Period: Pre-Randomization

Product Overall
THSmM2.2 mCC SA Test Safety
Variable Statistic (N=78) (N=42) (N=40) (N=15) (N=175)
Height (m) n 78 42 40 15 175
Mean (SD) 1.655 (0.0748) 1.660 (0.1012) 1.650 (0.0781) 1.689 (0.0925) 1.658 (0.0840)
Median 1.655 1.660 1.650 1.690 1.660
Min, Max 1.52,1.84 1.47,1.88 1.50, 1.80 1.53, 1.85 1.47,1.88
BMI (kg/m?) n 78 42 40 15 175
Mean (SD) 22.85(2.963) 22.44 (2.876) 22.48(3.386) 22.28(3.182) 22.62 (3.044)
Median 22.40 21.90 21.30 21.60 21.90
Min, Max 18.7, 32.7 18.9, 28.4 18.5, 31.8 18.6, 31.3 18.5, 32.7
Underweight n (%) 0 0 0 0 0
Normal Weight n (%) 60 (76.9) 32 (76.2) 32 (80.0) 13 (86.7) 137 (78.3)
Overweight n (%) 17 (21.8) 10 (23.8) 7 (17.5) 1(6.7) 35 (20.0)
Obese n (%) 1(1.3) 0 1(2.5) 1(6.7) 3(1.7)

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

Note: The Overall PP Set refers to all subjects in the Per Protocol 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: 15.3.1.2, 15.3.1.5, 156.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11

Study ID:ZRHM-REXA-07-JP Program: t1502010401-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 2 of 11
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population
Safety Time Period: Pre-Randomization

Product Overall
THSmM2.2 mCC SA Test Safety
Variable Statistic (N=78) (N=42) (N=40) (N=15) (N=175)
Waist circumference (cm) n 78 42 40 15 175
Mean (SD) 86.8 (23.81) 90.6 (30.17) 85.1 (24.33) 87.7 (24.15) 87.4 (25.48)
Median 81.5 79.5 77.5 81.0 80.0
Min, Max 65, 174 64,172 66, 167 72,169 64, 174
Cigarette consumption
10-19 Cig/Day n (%) 40 (51.3) 23 (54.8) 21 (52.5) 9 (60.0) 93 (53.1)
>19 Cig/Day n (%) 38 (48.7) 19 (45.2) 19 (47.5) 6 (40.0) 82 (46.9)

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

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix: 15.3.1.2, 15.3.1.5, 16.3.1.7, 15.3.1.11, 156.3.6.10, 15.3.6.11

Study ID:ZRHM-REXA-07-JP Program: t1502010401-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 3 of 11
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population
Safety Time Period: Pre-Randomization

Product Overall
THSmM2.2 mCC SA Test Safety
Variable Statistic (N=78) (N=42) (N=40) (N=15) (N=175)
ISO tar yields n 78 42 40 15 175
Mean (SD) 4.9 (3.53) 4.9 (3.79) 4.7 (3.83) 4.1 (3.80) 4.8 (3.66)
Median 5.0 5.0 5.0 1.0 5.0
Min, Max 1,12 1,12 1,12 1,12 1,12
1-5 mg n (%) 46 (59.0) 22 (52.4) 23 (57.5) 10 (66.7) 101 (57.7)
6-8 mg n (%) 21 (26.9) 14 (33.3) 12 (30.0) 4 (26.7) 51 (29.1)
9-10 mg n (%) 7 (9.0) 4 (9.5) 2(5.0) 0 13 (7.4)
>10 mg n (%) 4 (5.1) 2(4.8) 3(7.5) 1(6.7) 10 (5.7)
ISO nicotine yields n 78 42 40 15 175
Mean (SD) 0.40 (0.272) 0.40 (0.277) 0.39 (0.290) 0.32 (0.260) 0.39 (0.275)
Median 0.40 0.45 0.40 0.10 0.40
Min, Max 0.1,1.0 0.1,0.9 0.1,0.9 0.1,0.8 0.1,1.0
<=0.6 mg n (%) 63 (80.8) 32 (76.2) 30 (75.0) 14 (93.3) 139 (79.4)
> 0.6 mg n (%) 15 (19.2) 10 (23.8) 10 (25.0) 1(6.7) 36 (20.6)

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

Note: The Overall PP Set refers to all subjects in the Per Protocol 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: 15.3.1.2, 15.3.1.5, 156.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11

Study ID:ZRHM-REXA-07-JP Program: 11502010401-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 4 of 11
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population
Safety Time Period: Pre-Randomization

Product Overall
THSmM2.2 mCC SA Test Safety
Variable Statistic (N=78) (N=42) (N=40) (N=15) (N=175)
FTND score n 78 42 39 15 174
Mean (SD) 4.3 (1.78) 4.3 (1.81) 4.7 (2.08) 3.7 (1.80) 4.4 (1.86)
Median 4.0 4.0 5.0 4.0 4.0
Min, Max 1,9 1,8 0,9 1,6 0,9
Mild n (%) 27 (34.6) 17 (40.5) 8 (20.0) 7 (46.7) 59 (33.7)
Moderate n (%) 44 (56.4) 18 (42.9) 23 (57.5) 8 (53.3) 93 (53.1)
Severe n (%) 7(9.0) 7 (16.7) 8 (20.0) 0 22 (12.6)
Individual product preference
THSmM2.2 n (%) 18 (23.1) 10 (23.8) 6 (15.0) 2(13.3) 36 (20.6)
mCC n (%) 40 (51.3) 20 (47.6) 25 (62.5) 8 (53.3) 93 (563.1)
SA n (%) 9 (11.5) 4 (9.5) 5(12.5) 1(6.7) 19 (10.9)
No Preference n (%) 11 (14.1) 8 (19.0) 4 (10.0) 4 (26.7) 27 (15.4)

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

Note: The Overall PP Set refers to all subjects in the Per Protocol 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: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010401-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 5 of 11
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population
Safety Time Period: Pre-Randomization
Product Overall
THSmM2.2 mCC SA Test Safety
Variable Statistic (N=78) (N=42) (N=40) (N=15) (N=175)
Day 4 SES Questionnaire
Q1: Total number living in household
(including yourself)?
0 n (%) 1(1.3) 0 0 0 1 (0.6)
1 n (%) 35 (44.9) 12 (28.6) 12 (30.0) 0 59 (33.7)
2 n (%) 13 (16.7) 7 (16.7) 13 (32.5) 0 33 (18.9)
3 n (%) 9 (11.5) 8 (19.0) 8 (20.0) 0 25 (14.3)
4 n (%) 9 (11.5) 7 (16.7) 4 (10.0) 0 20 (11.4)
5 n (%) 3(3.8) 2 (4.8) 1(2.5) 0 6 (3.4)
6 n (%) 1(1.3) 1(2.4) 0 0 2(1.1)
Prefer Not to Say n (%) 6 (7.7) 4 (9.5) 1(2.5) 0 11 (6.3)
Missing n (%) 1(1.3) 1(2.4) 1(2.5) 15 (100) 18 (10.3)

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

Note: The Overall PP Set refers to all subjects in the Per Protocol 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: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010401-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 6 of 11
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population
Safety Time Period: Pre-Randomization

Product Overall
THSmM2.2 mCC SA Test Safety
Variable Statistic (N=78) (N=42) (N=40) (N=15) (N=175)
Q2: Highest level education attained /
currently attaining?
Elementary School / Junior High School  n (%) 0 1(2.4) 2(5.0) 0 3(1.7)
Senior High School n (%) 19 (24.4) 10 (23.8) 14 (35.0) 0 43 (24.6)
College n (%) 23 (29.5) 7(16.7) 7(17.5) 0 37 (21.1)
University / Postgraduate n (%) 30 (38.5) 18 (42.9) 15 (37.5) 0 63 (36.0)
Prefer Not to Say n (%) 5(6.4) 5(11.9) 1(2.5) 0 11 (6.3)
Missing n (%) 1(1.3) 1(2.4) 1(2.5) 15 (100) 18 (10.3)
Q3: How many income earners in household?
None - All Are Unemployed n (%) 4(5.1) 1(2.4) 4 (10.0) 0 9(5.1)
Just One Income Earner n (%) 46 (59.0) 20 (47.6) 18 (45.0) 0 84 (48.0)
Two or More Income Earners n (%) 27 (34.6) 20 (47.6) 17 (42.5) 0 64 (36.6)
Missing n (%) 1(1.3) 1(2.4) 1(2.5) 15 (100) 18 (10.3)

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

Note: The Overall PP Set refers to all subjects in the Per Protocol 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: 15.3.1.2, 15.3.1.5, 156.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: 11502010401-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 7 of 11
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population
Safety Time Period: Pre-Randomization

Product Overall
THSmM2.2 mCC SA Test Safety
Variable Statistic (N=78) (N=42) (N=40) (N=15) (N=175)
Q4: What is your occupation?
General White Collar n (%) 8 (10.3) 6 (14.3) 2 (5.0) 0 16 (9.1)
Professional/Technical Worker n (%) 5(6.4) 5(11.9) 2 (5.0) 0 12 (6.9)
General Blue Collar n (%) 1(1.3) 0 2 (5.0) 0 3(1.7)
Working In Service Industry n (%) 7(9.0) 3(7.1) 1(2.5) 0 11 (6.3)
Manager (Kacho or Above) n (%) 1(1.3) 1(2.4) 0 0 2(1.1)
Director/President (30 Employees or More)n (%) 0 1(2.4) 1(2.5) 0 2(1.1)
Proprietor (29 Employees or Less) n (%) 9(11.5) 4 (9.5) 5(12.5) 0 18 (10.3)
Professional/Technical Worker (Lawyer, n (%) 1(1.3) 0 0 0 1(0.6)
Accountant, Professor Etc)
Farming/Forestry/Fishing n (%) 1(1.3) 0 0 0 1(0.6)
Part-Time Worker (More Than One Day  n (%) 20 (25.6) 7(16.7) 10 (25.0) 0 37 (21.1)
Per Week)
Student n (%) 7(9.0) 2(4.8) 2(5.0) 0 11 (6.3)

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

Note: The Overall PP Set refers to all subjects in the Per Protocol 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: 15.3.1.2, 15.3.1.5, 156.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: 11502010401-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 8 of 11
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population
Safety Time Period: Pre-Randomization

Product Overall
THSmM2.2 mCC SA Test Safety
Variable Statistic (N=78) (N=42) (N=40) (N=15) (N=175)
Housewife (Including Part-Time Less Thann (%) 1(1.3) 4 (9.5) 0 0 5(2.9)
One Day Per Week)
Unemployed n (%) 1(1.3) 1(2.4) 7(17.5) 0 9(5.1)
Others n (%) 13 (16.7) 6 (14.3) 5(12.5) 0 24 (13.7)
Missing n (%) 3(3.8) 2(4.8) 3(7.5) 15 (100) 23 (13.1)
Qb5a: What is approximate MONTHLY
household income from all sources before
tax?
Don't Know n (%) 8 (10.3) 6 (14.3) 5(12.5) 0 19 (10.9)
Prefer Not to Say n (%) 14 (17.9) 11 (26.2) 3(7.5) 0 28 (16.0)
Missing n (%) 4 (5.1) 2(4.8) 5(12.5) 15 (100) 26 (14.9)
Any Amount Reported n (%) 52 (66.7) 23 (54.8) 27 (67.5) 0 102 (58.3)
Below 100,000 Yen n (%) 2 (2.6) 0 0 0 2(1.1)
100,000 Yen - 199,999 Yen n (%) 12 (15.4) 4 (9.5) 5(12.5) 0 21 (12.0)
200,000 Yen - 299,999 Yen n (%) 15 (19.2) 4 (9.5) 7(17.5) 0 26 (14.9)
300,000 Yen - 399,999 Yen n (%) 8 (10.3) 4 (9.5) 3(7.5) 0 15 (8.6)

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

Note: The Overall PP Set refers to all subjects in the Per Protocol 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: 15.3.1.2, 15.3.1.5, 16.3.1.7, 156.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010401-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 9 of 11
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population
Safety Time Period: Pre-Randomization
Product Overall
THSmM2.2 mCC SA Test Safety
Variable Statistic (N=78) (N=42) (N=40) (N=15) (N=175)
400,000 Yen - 499,999 Yen n (%) 3 (3.8) 3(7.1) 3(7.5) 0 9 (5.1)
500,000 Yen - 599,999 Yen n (%) 6 (7.7) 1(2.4) 5(12.5) 0 12 (6.9)
600,000 Yen - 699,999 Yen n (%) 0 2 (4.8) 1(2.5) 0 3(1.7)
700,000 Yen - 799,999 Yen n (%) 0 1(2.4) 0 0 1(0.6)
800,000 Yen - 899,999 Yen n (%) 1(1.3) 1(2.4) 1(2.5) 0 3(1.7)
900,000 Yen - 999,999 Yen n (%) 1(1.3) 0 0 0 1(0.6)
1,000,000 Yen - or Above n (%) 4 (5.1) 3(7.1) 2 (5.0) 0 9 (5.1)

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

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

Appendix: 15.3.1.2, 15.3.1.5, 156.3.1.7, 15.3.1.11, 156.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010401-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 10 of 11
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Table 15.2.1.4.1 Summary of Demographics and Other Baseline Characteristics - Safety Population
Safety Time Period: Pre-Randomization

Product Overall
THSmM2.2 mCC SA Test Safety
Variable Statistic (N=78) (N=42) (N=40) (N=15) (N=175)
Replied "Don't Know" or "Prefer not to Say" to n (%) 22 17 8 0 47
5a
Q5b: (For those who answered "Don't know"
or "Prefer not to say" to 5a) Would MONTHLY
household income be over or under 800,000
yen?
Don't Know n (%) 4(5.1) 3(7.1) 3(7.5) 0 10 (5.7)
Prefer Not to Say n (%) 10 (12.8) 8 (19.0) 2 (5.0) 0 20 (11.4)
Any Amount Reported n (%) 8 (10.3) 6 (14.3) 3(7.5) 0 17 (9.7)
Under 800,000yen n (%) 6 (7.7) 5(11.9) 2 (5.0) 0 13 (7.4)
800,000yen or More n (%) 2 (2.6) 1(2.4) 1(2.5) 0 4 (2.3)

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

Note: The Overall PP Set refers to all subjects in the Per Protocol 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: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010401-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 11 of 11
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS

THSmM2.2 mCC SA Overall FAS
Variable Statistic (N=78) (N=42) (N=40) (N=160)
Sex
Male n (%) 45 (57.7) 25 (59.5) 22 (55.0) 92 (57.5)
Female n (%) 33 (42.3) 17 (40.5) 18 (45.0) 68 (42.5)
Age (years) n 78 42 40 160
Mean (SD) 37.1 (10.58) 37.4 (11.23) 37.0 (9.96) 37.2(10.54)
Median 37.0 37.0 38.0 37.5
Min, Max 23, 65 23, 64 23,55 23,65
Ethnicity
Japanese n (%) 78 (100) 42 (100) 40 (100) 160 (100)
Non-Japanese n (%) 0 0 0 0
Weight (kg) n 78 42 40 160
Mean (SD) 62.87 (10.976) 61.99 (10.228) 61.36 (11.090) 62.26 (10.765)
Median 61.55 63.80 59.95 61.40
Min, Max 45.1,97.8 434,844 43.7,91.8 43.4,97.8

Note: The Overall FAS refers to all subjects in the FAS 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: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010402-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 1 of 11



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 27 of 3281
Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS
THSmM2.2 mCC SA Overall FAS
Variable Statistic (N=78) (N=42) (N=40) (N=160)
Height (m) n 78 42 40 160
Mean (SD) 1.655 (0.0748) 1.660 (0.1012)  1.650 (0.0781)  1.655 (0.0829)
Median 1.655 1.660 1.650 1.655
Min, Max 1.52,1.84 1.47,1.88 1.50, 1.80 1.47,1.88
BMI (kg/mz) n 78 42 40 160
Mean (SD) 22.85 (2.963) 22.44 (2.876) 22.48 (3.386) 22.65 (3.039)
Median 22.40 21.90 21.30 21.90
Min, Max 18.7, 32.7 18.9, 28.4 18.5, 31.8 18.5, 32.7
Underweight n (%) 0 0 0 0
Normal Weight n (%) 60 (76.9) 32 (76.2) 32 (80.0) 124 (77.5)
Overweight n (%) 17 (21.8) 10 (23.8) 7(17.5) 34 (21.3)
Obese n (%) 1(1.3) 0 1(2.5) 2(1.3)
Note: The Overall FAS refers to all subjects in the FAS 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: 156.3.1.2, 15.3.1.5, 15.3.1.7, 156.3.1.11, 156.3.6.10, 15.3.6.11
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS
THSmM2.2 mCC SA Overall FAS
Variable Statistic (N=78) (N=42) (N=40) (N=160)
Waist circumference (cm) n 78 42 40 160
Mean (SD) 86.8 (23.81) 90.6 (30.17) 85.1 (24.33) 87.4 (25.67)
Median 81.5 79.5 77.5 79.5
Min, Max 65, 174 64, 172 66, 167 64, 174
Cigarette consumption
10-19 Cig/Day n (%) 40 (51.3) 23 (54.8) 21 (52.5) 84 (52.5)
>19 Cig/Day n (%) 38 (48.7) 19 (45.2) 19 (47.5) 76 (47.5)

Note: The Overall FAS refers to all subjects in the FAS 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: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS
THSmM2.2 mCC SA Overall FAS
Variable Statistic (N=78) (N=42) (N=40) (N=160)
ISO tar yields n 78 42 40 160
Mean (SD) 4.9 (3.53) 4.9 (3.79) 4.7 (3.83) 4.9 (3.65)
Median 5.0 5.0 5.0 5.0
Min, Max 1,12 1,12 1,12 1,12
1-5mg n (%) 46 (59.0) 22 (52.4) 23 (57.5) 91 (56.9)
6-8 mg n (%) 21 (26.9) 14 (33.3) 12 (30.0) 47 (29.4)
9-10 mg n (%) 7 (9.0) 4 (9.5) 2 (5.0) 13 (8.1)
>10 mg n (%) 4 (5.1) 2(4.8) 3(7.5) 9 (5.6)
ISO nicotine yields n 78 42 40 160
Mean (SD) 0.40 (0.272) 0.40 (0.277) 0.39 (0.290) 0.40 (0.276)
Median 0.40 0.45 0.40 0.40
Min, Max 0.1,1.0 0.1,0.9 0.1,0.9 0.1,1.0
<=0.6 mg n (%) 63 (80.8) 32 (76.2) 30 (75.0) 125 (78.1)
> 0.6 mg n (%) 15 (19.2) 10 (23.8) 10 (25.0) 35 (21.9)

Note: The Overall FAS refers to all subjects in the FAS 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: 156.3.1.2, 15.3.1.5, 15.3.1.7, 156.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS
THSmM2.2 mCC SA Overall FAS
Variable Statistic (N=78) (N=42) (N=40) (N=160)
FTND score n 78 42 39 159
Mean (SD) 4.3(1.78) 4.3 (1.81) 4.7 (2.08) 4.4 (1.86)
Median 4.0 4.0 5.0 4.0
Min, Max 1,9 1,8 0,9 0,9
Mild n (%) 27 (34.6) 17 (40.5) 8 (20.0) 52 (32.5)
Moderate n (%) 44 (56.4) 18 (42.9) 23 (57.5) 85 (53.1)
Severe n (%) 7 (9.0) 7 (16.7) 8 (20.0) 22 (13.8)
Individual product preference
THSm2.2 n (%) 18 (23.1) 10 (23.8) 6 (15.0) 34 (21.3)
mCC n (%) 40 (51.3) 20 (47.6) 25 (62.5) 85 (53.1)
SA n (%) 9 (11.5) 4 (9.5) 5 (12.5) 18 (11.3)
No Preference n (%) 11 (14.1) 8 (19.0) 4 (10.0) 23 (14.4)

Note: The Overall FAS refers to all subjects in the FAS 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: 15.3.1.2, 156.3.1.5, 15.3.1.7, 156.3.1.11, 156.3.6.10, 15.3.6.11
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS

THSmM2.2 mCC SA Overall FAS
Variable Statistic (N=78) (N=42) (N=40) (N=160)
Day 4 SES Questionnaire
Q1: Total number living in household (including
yourself)?
0 n (%) 1(1.3) 0 0 1(0.6)
1 n (%) 35 (44.9) 12 (28.6) 12 (30.0) 59 (36.9)
2 n (%) 13 (16.7) 7(16.7) 13 (32.5) 33 (20.6)
3 n (%) 9(11.5) 8 (19.0) 8 (20.0) 25 (15.6)
4 n (%) 9(11.5) 7 (16.7) 4 (10.0) 20 (12.5)
5 n (%) 3(3.8) 2(4.8) 1(2.5) 6 (3.8)
6 n (%) 1(1.3) 1(2.4) 0 2(1.3)
Prefer Not to Say n (%) 6 (7.7) 4 (9.5) 1(2.5) 11 (6.9)
Missing n (%) 1(1.3) 1(2.4) 1(2.5) 3(1.9)

Note: The Overall FAS refers to all subjects in the FAS 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: 156.3.1.2, 15.3.1.5, 15.3.1.7, 156.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010402-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 6 of 11
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS

THSmM2.2 mCC SA Overall FAS
Variable Statistic (N=78) (N=42) (N=40) (N=160)
Q2: Highest level education attained / currently
attaining?
Elementary School / Junior High School n (%) 0 1(2.4) 2 (5.0) 3(1.9)
Senior High School n (%) 19 (24.4) 10 (23.8) 14 (35.0) 43 (26.9)
College n (%) 23 (29.5) 7(16.7) 7(17.5) 37 (23.1)
University / Postgraduate n (%) 30 (38.5) 18 (42.9) 15 (37.5) 63 (39.4)
Prefer Not to Say n (%) 5(6.4) 5(11.9) 1(2.5) 11 (6.9)
Missing n (%) 1(1.3) 1(2.4) 1(2.5) 3(1.9)
Q3: How many income earners in household?
None - All Are Unemployed n (%) 4(5.1) 1(2.4) 4 (10.0) 9 (5.6)
Just One Income Earner n (%) 46 (59.0) 20 (47.6) 18 (45.0) 84 (52.5)
Two or More Income Earners n (%) 27 (34.6) 20 (47.6) 17 (42.5) 64 (40.0)
Missing n (%) 1(1.3) 1(2.4) 1(2.5) 3(1.9)

Note: The Overall FAS refers to all subjects in the FAS 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: 15.3.1.2, 156.3.1.5, 15.3.1.7, 16.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010402-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 7 of 11
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS

THSmM2.2 mCC SA Overall FAS
Variable Statistic (N=78) (N=42) (N=40) (N=160)
Q4: What is your occupation?
General White Collar n (%) 8(10.3) 6 (14.3) 2(5.0) 16 (10.0)
Professional/Technical Worker n (%) 5(6.4) 5(11.9) 2 (5.0) 12 (7.5)
General Blue Collar n (%) 1(1.3) 0 2(5.0) 3(1.9)
Working In Service Industry n (%) 7 (9.0) 3(7.1) 1(2.5) 11 (6.9)
Manager (Kacho or Above) n (%) 1(1.3) 1(2.4) 0 2(1.3)
Director/President (30 Employees or More) n (%) 0 1(2.4) 1(2.5) 2(1.3)
Proprietor (29 Employees or Less) n (%) 9 (11.5) 4 (9.5) 5(12.5) 18 (11.3)
Professional/Technical Worker (Lawyer, Accountant, n (%) 1(1.3) 0 0 1(0.6)
Professor Etc)
Farming/Forestry/Fishing n (%) 1(1.3) 0 0 1(0.6)
Part-Time Worker (More Than One Day Per Week) n (%) 20 (25.6) 7 (16.7) 10 (25.0) 37 (23.1)
Student n (%) 7 (9.0) 2(4.8) 2(5.0) 11 (6.9)

Note: The Overall FAS refers to all subjects in the FAS 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: 15.3.1.2, 156.3.1.5, 15.3.1.7, 156.3.1.11, 156.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010402-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 8 of 11
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS

THSmM2.2 mCC SA Overall FAS
Variable Statistic (N=78) (N=42) (N=40) (N=160)

Housewife (Including Part-Time Less Than One Day n (%) 1(1.3) 4 (9.5) 0 5(3.1)

Per Week)

Unemployed n (%) 1(1.3) 1(2.4) 7(17.5) 9 (5.6)

Others n (%) 13 (16.7) 6 (14.3) 5(12.5) 24 (15.0)

Missing n (%) 3(3.8) 2(4.8) 3(7.5) 8 (5.0)

Qba: What is approximate MONTHLY household income
from all sources before tax?

Don't Know n (%) 8 (10.3) 6 (14.3) 5(12.5) 19 (11.9)

Prefer Not to Say n (%) 14 (17.9) 11 (26.2) 3(7.5) 28 (17.5)

Missing n (%) 4(5.1) 2(4.8) 5(12.5) 11 (6.9)

Any Amount Reported n (%) 52 (66.7) 23 (54.8) 27 (67.5) 102 (63.8)
Below 100,000 Yen n (%) 2(2.6) 0 0 2(1.3)
100,000 Yen - 199,999 Yen n (%) 12 (15.4) 4 (9.5) 5(12.5) 21 (13.1)
200,000 Yen - 299,999 Yen n (%) 15(19.2) 4 (9.5) 7 (17.5) 26 (16.3)
300,000 Yen - 399,999 Yen n (%) 8 (10.3) 4 (9.5) 3(7.5) 15(9.4)

Note: The Overall FAS refers to all subjects in the FAS 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: 16.3.1.2, 15.3.1.5, 15.3.1.7, 156.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP

Program: t1502010402-ZRHM-REXA-07-JP-v3.0.sas

Status: Final/03AUG2015
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS

THSmM2.2 mCC SA Overall FAS
Variable Statistic (N=78) (N=42) (N=40) (N=160)
400,000 Yen - 499,999 Yen n (%) 3(3.8) 3(7.1) 3(7.5) 9 (5.6)
500,000 Yen - 599,999 Yen n (%) 6 (7.7) 1(2.4) 5 (12.5) 12 (7.5)
600,000 Yen - 699,999 Yen n (%) 0 2 (4.8) 1(2.5) 3(1.9)
700,000 Yen - 799,999 Yen n (%) 0 1(2.4) 0 1(0.6)
800,000 Yen - 899,999 Yen n (%) 1(1.3) 1(2.4) 1(2.5) 3(1.9)
900,000 Yen - 999,999 Yen n (%) 1(1.3) 0 0 1 (0.6)
1,000,000 Yen - or Above n (%) 4 (5.1) 3(7.1) 2 (5.0) 9 (5.6)

Note: The Overall FAS refers to all subjects in the FAS 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: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010402-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 10 of 11
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Table 15.2.1.4.2 Summary of Demographics and Other Baseline Characteristics - FAS
THSmM2.2 mCC SA Overall FAS
Variable Statistic (N=78) (N=42) (N=40) (N=160)
Replied "Don't Know" or "Prefer not to Say" to 5a n (%) 22 17 8 47
Q5b: (For those who answered "Don't know" or "Prefer
not to say" to 5a) Would MONTHLY household income
be over or under 800,000 yen?
Don't Know n (%) 4(5.1) 3(7.1) 3(7.5) 10 (6.3)
Prefer Not to Say n (%) 10 (12.8) 8 (19.0) 2 (5.0) 20 (12.5)
Any Amount Reported n (%) 8(10.3) 6 (14.3) 3(7.5) 17 (10.6)
Under 800,000yen n (%) 6 (7.7) 5(11.9) 2 (5.0) 13 (8.1)
800,000yen or More n (%) 2 (2.68) 1(2.4) 1(2.5) 4(2.5)

Note: The Overall FAS refers to all subjects in the FAS 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: 15.3.1.2, 15.3.1.5, 15.3.1.7, 156.3.1.11, 156.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: 1502010402-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 11 of 11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 1

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=76) (N=42) (N=39) (N=157)
Sex
Male n (%) 43 (56.6) 25 (59.5) 22 (56.4) 90 (57.3)
Female n (%) 33 (43.4) 17 (40.5) 17 (43.6) 67 (42.7)
Age (years) n 76 42 39 157
Mean (SD) 37.2 (10.69) 37.4 (11.23) 37.4 (9.83) 37.3 (10.57)
Median 37.0 37.0 38.0 38.0
Min, Max 23, 65 23, 64 23,55 23, 65
Ethnicity
Japanese n (%) 76 (100) 42 (100) 39 (100) 157 (100)
Non-Japanese n (%) 0 0 0 0
Weight (kg) n 76 42 39 157
Mean (SD) 62.61 (10.835) 61.99 (10.228) 61.68 (11.044) 62.21 (10.668)
Median 61.55 63.80 61.00 61.40
Min, Max 45.1,97.8 43.4,84.4 43.7,91.8 43.4,97.8

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010403-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 1 of 44
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 1

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=76) (N=42) (N=39) (N=157)
Height (m) n 76 42 39 157
Mean (SD) 1.653 (0.0750)  1.660 (0.1012)  1.653 (0.0774)  1.655 (0.0829)
Median 1.650 1.660 1.650 1.650
Min, Max 1.52,1.84 1.47,1.88 1.50, 1.80 1.47,1.88
BMI (kg/m®) n 76 42 39 157
Mean (SD) 22.80 (2.905)  22.44 (2.876)  22.53(3.411)  22.64 (3.015)
Median 22.40 21.90 21.30 21.90
Min, Max 18.7, 32.7 18.9,28.4 18.5,31.8 18.5, 32.7
Underweight n (%) 0 0 0 0
Normal Weight n (%) 59 (77.6) 32 (76.2) 31 (79.5) 122 (77.7)
Overweight n (%) 16 (21.1) 10 (23.8) 7 (17.9) 33(21.0)
Obese n (%) 1(1.3) 0 1(2.6) 2(1.3)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010403-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 2 of 44



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-07-JP Version 1.0 /24 February 2016 Page 39 of 3281

Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 1

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=76) (N=42) (N=39) (N=157)
Waist circumference (cm) n 76 42 39 157
Mean (SD) 86.8 (24.07) 90.6 (30.17) 85.3 (24.58) 87.5 (25.87)
Median 81.5 79.5 78.0 80.0
Min, Max 65, 174 64,172 66, 167 64, 174
Cigarette consumption
10-19 Cig/Day n (%) 39 (51.3) 23 (54.8) 20 (51.3) 82 (52.2)
>19 Cig/Day n (%) 37 (48.7) 19 (45.2) 19 (48.7) 75 (47.8)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010403-ZRHM-REXA-07-JP-v3.0.sas Status: Final/l03AUG2015 Page: 3 of 44
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 1

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=76) (N=42) (N=39) (N=157)
ISO tar yields n 76 42 39 157
Mean (SD) 4.9 (3.52) 4.9 (3.79) 4.7 (3.88) 4.9 (3.66)
Median 5.0 5.0 5.0 5.0
Min, Max 1,12 1,12 1,12 1,12
1-5 mg n (%) 45 (59.2) 22 (52.4) 22 (56.4) 89 (56.7)
6-8 mg n (%) 21 (27.6) 14 (33.3) 12 (30.8) 47 (29.9)
9-10 mg n (%) 6 (7.9) 4 (9.5) 2 (5.1) 12 (7.6)
>10 mg n (%) 4 (5.3) 2 (4.8) 3(7.7) 9 (5.7)
ISO nicotine yields n 76 42 39 157
Mean (SD) 0.40 (0.265) 0.40 (0.277) 0.39 (0.294) 0.39 (0.274)
Median 0.40 0.45 0.40 0.40
Min, Max 0.1,1.0 0.1, 0.9 0.1, 0.9 0.1,1.0
<=0.6 mg n (%) 62 (81.6) 32 (76.2) 29 (74.4) 123 (78.3)
> 0.6 mg n (%) 14 (18.4) 10 (23.8) 10 (25.6) 34 (21.7)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010403-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 4 of 44
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 1

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=76) (N=42) (N=39) (N=157)
FTND score n 76 42 38 156
Mean (SD) 4.3 (1.81) 4.3 (1.81) 4.7 (2.11) 4.4 (1.88)
Median 4.0 4.0 5.0 4.0
Min, Max 1,9 1,8 0,9 0,9
Mild n (%) 27 (35.5) 17 (40.5) 8 (20.5) 52 (33.1)
Moderate n (%) 42 (55.3) 18 (42.9) 22 (56.4) 82 (52.2)
Severe n (%) 7(9.2) 7 (16.7) 8 (20.5) 22 (14.0)
Individual product preference
THSmM2.2 n (%) 17 (22.4) 10 (23.8) 6 (15.4) 33 (21.0)
mCC n (%) 39 (51.3) 20 (47.6) 24 (61.5) 83 (52.9)
SA n (%) 9(11.8) 4 (9.5) 5(12.8) 18 (11.5)
No Preference n (%) 11 (14.5) 8 (19.0) 4 (10.3) 23 (14.6)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Period 4 (JDay 60 Visit — Day 90 Visit]).

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010403-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 5 of 44
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set

Per-Protocol Population - Period 1

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=76) (N=42) (N=39) (N=157)
Day 4 SES Questionnaire
Q1: Total number living in household (including
yourself)?
0 n (%) 1(1.3) 0 0 1(0.6)
1 n (%) 35 (46.1) 12 (28.6) 12 (30.8) 59 (37.6)
2 n (%) 13 (17.1) 7 (16.7) 13 (33.3) 33 (21.0)
3 n (%) 8 (10.5) 8 (19.0) 8 (20.5) 24 (15.3)
4 n (%) 9(11.8) 7 (16.7) 4 (10.3) 20 (12.7)
5 n (%) 3(3.9) 2 (4.8) 1(2.6) 6 (3.8)
6 n (%) 1(1.3) 1(2.4) 0 2(1.3)
Prefer Not to Say n (%) 6 (7.9) 4 (9.5) 1(2.6) 11 (7.0)
Missing n (%) 0 1(2.4) 0 1(0.6)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.
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]).

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 1

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=76) (N=42) (N=39) (N=157)
Q2: Highest level education attained / currently
attaining?
Elementary School / Junior High School n (%) 0 1(2.4) 2(5.1) 3(1.9)
Senior High School n (%) 19 (25.0) 10 (23.8) 14 (35.9) 43 (27.4)
College n (%) 22 (28.9) 7 (16.7) 7(17.9) 36 (22.9)
University / Postgraduate n (%) 30 (39.5) 18 (42.9) 15 (38.5) 63 (40.1)
Prefer Not to Say n (%) 5 (6.6) 5(11.9) 1(2.6) 11 (7.0)
Missing n (%) 0 1(2.4) 0 1(0.6)
Q3: How many income earners in household?
None - All Are Unemployed n (%) 4 (5.3) 1(2.4) 4 (10.3) 9 (5.7)
Just One Income Earner n (%) 45 (59.2) 20 (47.6) 18 (46.2) 83 (52.9)
Two or More Income Earners n (%) 27 (35.5) 20 (47.6) 17 (43.6) 64 (40.8)
Missing n (%) 0 1(2.4) 0 1(0.6)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010403-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 7 of 44
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 1

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=76) (N=42) (N=39) (N=157)
Q4: What is your occupation?
General White Collar n (%) 8 (10.5) 6 (14.3) 2(5.1) 16 (10.2)
Professional/Technical Worker n (%) 5 (6.6) 5(11.9) 2(5.1) 12 (7.6)
General Blue Collar n (%) 1(1.3) 0 2(5.1) 3(1.9)
Working In Service Industry n (%) 709.2) 3(7.1) 1(2.6) 11 (7.0)
Manager (Kacho or Above) n (%) 1(1.3) 1(2.4) 0 2(.3)
Director/President (30 Employees or More) n (%) 0 1(2.4) 1(2.6) 2(1.3)
Proprietor (29 Employees or Less) n (%) 8 (10.5) 4 (9.5) 5(12.8) 17 (10.8)
Professional/Technical Worker (Lawyer, Accountant, n (%) 1(1.3) 0 0 1(0.6)
Professor Etc)
Farming/Forestry/Fishing n (%) 1(1.3) 0 0 1(0.6)
Part-Time Worker (More Than One Day Per Week) n (%) 20 (26.3) 7 (16.7) 10 (25.6) 37 (23.6)
Student n (%) 709.2) 2(4.8) 2(5.1) 11 (7.0)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010403-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 8 of 44
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 1

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=76) (N=42) (N=39) (N=157)
Housewife (Including Part-Time Less Than One Day n (%) 1(1.3) 4 (9.5) 0 5(3.2)
Per Week)
Unemployed n (%) 1(1.3) 1(2.4) 7 (17.9) 9 (5.7)
Others n (%) 13 (17.1) 6 (14.3) 5(12.8) 24 (15.3)
Missing n (%) 2(2.6) 2 (4.8) 2(5.1) 6 (3.8)
Qb5a: What is the approximate MONTHLY household
income from all sources before tax?
Don't Know n (%) 8 (10.5) 6 (14.3) 5(12.8) 19 (12.1)
Prefer Not to Say n (%) 13 (17.1) 11 (26.2) 3(7.7) 27 (17.2)
Missing n (%) 3(3.9) 2 (4.8) 4 (10.3) 9(5.7)
Any Amount Reported n (%) 52 (68.4) 23 (54.8) 27 (69.2) 102 (65.0)
Below 100,000 Yen n (%) 2 (2.6) 0 0 2(1.3)
100,000 Yen - 199,999 Yen n (%) 12 (15.8) 4 (9.5) 5(12.8) 21 (13.4)
200,000 Yen - 299,999 Yen n (%) 15 (19.7) 4 (9.5) 7(17.9) 26 (16.6)
300,000 Yen - 399,999 Yen n (%) 8 (10.5) 4(9.5) 3(7.7) 15 (9.6)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010403-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 9 of 44



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-07-JP Version 1.0 /24 February 2016 Page 46 of 3281

Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 1

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=76) (N=42) (N=39) (N=157)
400,000 Yen - 499,999 Yen n (%) 3(3.9) 3(7.1) 3(7.7) 9 (5.7)
500,000 Yen - 599,999 Yen n (%) 6 (7.9) 1(2.4) 5 (12.8) 12 (7.6)
600,000 Yen - 699,999 Yen n (%) 0 2 (4.8) 1(2.6) 3(1.9)
700,000 Yen - 799,999 Yen n (%) 0 1(2.4) 0 1 (0.6)
800,000 Yen - 899,999 Yen n (%) 1(1.3) 1(2.4) 1(2.6) 3(1.9)
900,000 Yen - 999,999 Yen n (%) 1(1.3) 0 0 1 (0.6)
1,000,000 Yen - or Above n (%) 4 (5.3) 3(7.1) 2 (5.1) 9 (5.7)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010403-ZRHM-REXA-07-JP-v3.0.sas Status: Final/l03AUG2015 Page: 10 of 44
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 1

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=76) (N=42) (N=39) (N=157)
Replied "Don't Know" or "Prefer not to Say" to 5a n (%) 21 17 8 46
Q5b: (For those who answered "Don't know" or "Prefer
not to say" to 5a) Would MONTHLY household income
be over or under 800,000 yen?
Don't Know n (%) 4 (5.3) 3(7.1) 3(7.7) 10 (6.4)
Prefer Not to Say n (%) 10 (13.2) 8 (19.0) 2(5.1) 20 (12.7)
Any Amount Reported n (%) 7(9.2) 6 (14.3) 3(7.7) 16 (10.2)
Under 800,000yen n (%) 5 (6.6) 5(11.9) 2(5.1) 12 (7.6)
800,000yen or More n (%) 2 (2.6) 1(2.4) 1(2.6) 4 (2.5)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstréom Test for Nicotine Dependence, SES = Socio-Economic Status.

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: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010403-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 11 of 44
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 2

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=74) (N=41) (N=39) (N=154)
Sex
Male n (%) 42 (56.8) 24 (58.5) 22 (56.4) 88 (57.1)
Female n (%) 32 (43.2) 17 (41.5) 17 (43.6) 66 (42.9)
Age (years) n 74 41 39 154
Mean (SD) 37.4 (10.75) 37.7 (11.14) 37.4 (9.83) 37.5 (10.56)
Median 37.5 39.0 38.0 38.0
Min, Max 23, 65 23,64 23,55 23, 65
Ethnicity
Japanese n (%) 74 (100) 41 (100) 39 (100) 154 (100)
Non-Japanese n (%) 0 0 0 0
Weight (kg) n 74 41 39 154
Mean (SD) 62.62 (10.981)  62.01 (10.354)  61.68 (11.044)  62.22 (10.771)
Median 61.55 63.90 61.00 61.45
Min, Max 45.1, 97.8 43.4,84.4 43.7,91.8 43.4,97.8

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010403-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 12 of 44
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 2

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=74) (N=41) (N=39) (N=154)
Height (m) n 74 41 39 154
Mean (SD) 1.652 (0.0758)  1.658 (0.1007)  1.653 (0.0774)  1.654 (0.0830)
Median 1.650 1.660 1.650 1.650
Min, Max 1.52,1.84 1.47,1.88 1.50, 1.80 1.47,1.88
BMI (kg/m®) n 74 41 39 154
Mean (SD) 22.83(2.939)  22.51(2.868)  22.53(3.411)  22.67 (3.031)
Median 22.40 21.90 21.30 21.90
Min, Max 18.7, 32.7 18.9,28.4 18.5,31.8 18.5, 32.7
Underweight n (%) 0 0 0 0
Normal Weight n (%) 57 (77.0) 31 (75.6) 31 (79.5) 119 (77.3)
Overweight n (%) 16 (21.6) 10 (24.4) 7 (17.9) 33(21.4)
Obese n (%) 1(1.4) 0 1(2.6) 2(1.3)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 2

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=74) (N=41) (N=39) (N=154)
Waist circumference (cm) n 74 41 39 154
Mean (SD) 87.0 (24.36) 91.0 (30.45) 85.3 (24.58) 87.6 (26.08)
Median 82.5 80.0 78.0 80.0
Min, Max 65, 174 64,172 66, 167 64, 174
Cigarette consumption
10-19 Cig/Day n (%) 38 (51.4) 23 (56.1) 20 (51.3) 81 (52.6)
>19 Cig/Day n (%) 36 (48.6) 18 (43.9) 19 (48.7) 73 (47.4)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 2

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=74) (N=41) (N=39) (N=154)
ISO tar yields n 74 41 39 154
Mean (SD) 4.9 (3.52) 4.9 (3.83) 4.7 (3.88) 4.9 (3.67)
Median 5.0 5.0 5.0 5.0
Min, Max 1,12 1,12 1,12 1,12
1-5 mg n (%) 44 (59.5) 22 (53.7) 22 (56.4) 88 (57.1)
6-8 mg n (%) 20 (27.0) 13 (31.7) 12 (30.8) 45 (29.2)
9-10 mg n (%) 6 (8.1) 4 (9.8) 2 (5.1) 12 (7.8)
>10 mg n (%) 4 (5.4) 2 (4.9) 3(7.7) 9 (5.8)
ISO nicotine yields n 74 41 39 154
Mean (SD) 0.40 (0.264) 0.39 (0.280) 0.39 (0.294) 0.39 (0.274)
Median 0.40 0.40 0.40 0.40
Min, Max 0.1,1.0 0.1, 0.9 0.1, 0.9 0.1,1.0
<=0.6 mg n (%) 61 (82.4) 31 (75.6) 29 (74.4) 121 (78.6)
> 0.6 mg n (%) 13 (17.6) 10 (24.4) 10 (25.6) 33 (21.4)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 2

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=74) (N=41) (N=39) (N=154)
FTND score n 74 41 38 153
Mean (SD) 4.3 (1.83) 4.3 (1.82) 4.7 (2.11) 4.4 (1.90)
Median 4.0 4.0 5.0 4.0
Min, Max 1,9 1,8 0,9 0,9
Mild n (%) 27 (36.5) 17 (41.5) 8 (20.5) 52 (33.8)
Moderate n (%) 40 (54.1) 17 (41.5) 22 (56.4) 79 (51.3)
Severe n (%) 7(9.5) 7(17.1) 8 (20.5) 22 (14.3)
Individual product preference
THSmM2.2 n (%) 17 (23.0) 10 (24.4) 6 (15.4) 33 (21.4)
mCC n (%) 39 (52.7) 19 (46.3) 24 (61.5) 82 (53.2)
SA n (%) 7(9.5) 4 (9.8) 5(12.8) 16 (10.4)
No Preference n (%) 11 (14.9) 8 (19.5) 4 (10.3) 23 (14.9)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Period 4 (JDay 60 Visit — Day 90 Visit]).

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 2

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=74) (N=41) (N=39) (N=154)
Day 4 SES Questionnaire
Q1: Total number living in household (including
yourself)?
0 n (%) 1(1.4) 0 0 1(0.6)
1 n (%) 35 (47.3) 12 (29.3) 12 (30.8) 59 (38.3)
2 n (%) 12 (16.2) 7(17.1) 13 (33.3) 32 (20.8)
3 n (%) 8 (10.8) 8 (19.5) 8 (20.5) 24 (15.6)
4 n (%) 9(12.2) 7(17.1) 4 (10.3) 20 (13.0)
5 n (%) 3(4.1) 2 (4.9) 1(2.6) 6 (3.9)
6 n (%) 1(1.4) 1(2.4) 0 2(1.3)
Prefer Not to Say n (%) 5 (6.8) 4 (9.8) 1(2.6) 10 (6.5)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 2

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=74) (N=41) (N=39) (N=154)
Q2: Highest level education attained / currently
attaining?
Elementary School / Junior High School n (%) 0 1(2.4) 2(5.1) 3(1.9)
Senior High School n (%) 19 (25.7) 10 (24.4) 14 (35.9) 43 (27.9)
College n (%) 20 (27.0) 7(17.1) 7(17.9) 34 (22.1)
University / Postgraduate n (%) 30 (40.5) 18 (43.9) 15 (38.5) 63 (40.9)
Prefer Not to Say n (%) 5 (6.8) 5(12.2) 1(2.6) 11 (7.1)
Q3: How many income earners in household?
None - All Are Unemployed n (%) 4 (5.4) 1(2.4) 4 (10.3) 9 (5.8)
Just One Income Earner n (%) 43 (58.1) 20 (48.8) 18 (46.2) 81 (52.6)
Two or More Income Earners n (%) 27 (36.5) 20 (48.8) 17 (43.6) 64 (41.6)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 2

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=74) (N=41) (N=39) (N=154)
Q4: What is your occupation?
General White Collar n (%) 8 (10.8) 6 (14.6) 2(5.1) 16 (10.4)
Professional/Technical Worker n (%) 5 (6.8) 5(12.2) 2(5.1) 12 (7.8)
General Blue Collar n (%) 1(1.4) 0 2(5.1) 3(1.9)
Working In Service Industry n (%) 7(9.5) 3(7.3) 1(2.6) 11 (7.1)
Manager (Kacho or Above) n (%) 1(1.4) 1(2.4) 0 2(.3)
Director/President (30 Employees or More) n (%) 0 1(2.4) 1(2.6) 2(1.3)
Proprietor (29 Employees or Less) n (%) 8 (10.8) 4 (9.8) 5(12.8) 17 (11.0)
Professional/Technical Worker (Lawyer, Accountant, n (%) 1(1.4) 0 0 1(0.6)
Professor Etc)
Farming/Forestry/Fishing n (%) 1(1.4) 0 0 1(0.6)
Part-Time Worker (More Than One Day Per Week) n (%) 19 (25.7) 7 (17.1) 10 (25.6) 36 (23.4)
Student n (%) 7(9.5) 2(4.9) 2(5.1) 11 (7.1)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 2

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=74) (N=41) (N=39) (N=154)
Housewife (Including Part-Time Less Than One Day n (%) 1(1.4) 4 (9.8) 0 5(3.2)
Per Week)
Unemployed n (%) 1(1.4) 1(2.4) 7 (17.9) 9 (5.8)
Others n (%) 12 (16.2) 6 (14.6) 5(12.8) 23 (14.9)
Missing n (%) 2(2.7) 1(2.4) 2(5.1) 5(3.2)
Qb5a: What is the approximate MONTHLY household
income from all sources before tax?
Don't Know n (%) 8 (10.8) 6 (14.6) 5(12.8) 19 (12.3)
Prefer Not to Say n (%) 13 (17.6) 11 (26.8) 3(7.7) 27 (17.5)
Missing n (%) 3.1 1(2.4) 4 (10.3) 8(5.2)
Any Amount Reported n (%) 50 (67.6) 23 (56.1) 27 (69.2) 100 (64.9)
Below 100,000 Yen n (%) 2(2.7) 0 0 2(1.3)
100,000 Yen - 199,999 Yen n (%) 11 (14.9) 4 (9.8) 5(12.8) 20 (13.0)
200,000 Yen - 299,999 Yen n (%) 14 (18.9) 4 (9.8) 7(17.9) 25 (16.2)
300,000 Yen - 399,999 Yen n (%) 8 (10.8) 4 (9.8) 3(7.7) 15 (9.7)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 2

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=74) (N=41) (N=39) (N=154)
400,000 Yen - 499,999 Yen n (%) 3(4.1) 3(7.3) 3(7.7) 9 (5.8)
500,000 Yen - 599,999 Yen n (%) 6 (8.1) 1(2.4) 5 (12.8) 12 (7.8)
600,000 Yen - 699,999 Yen n (%) 0 2 (4.9) 1(2.6) 3(1.9)
700,000 Yen - 799,999 Yen n (%) 0 1(2.4) 0 1 (0.6)
800,000 Yen - 899,999 Yen n (%) 1(1.4) 1(2.4) 1(2.6) 3(1.9)
900,000 Yen - 999,999 Yen n (%) 1(1.4) 0 0 1 (0.6)
1,000,000 Yen - or Above n (%) 4 (5.4) 3(7.3) 2 (5.1) 9 (5.8)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 2

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=74) (N=41) (N=39) (N=154)
Replied "Don't Know" or "Prefer not to Say" to 5a n (%) 21 17 8 46
Q5b: (For those who answered "Don't know" or "Prefer
not to say" to 5a) Would MONTHLY household income
be over or under 800,000 yen?
Don't Know n (%) 4(5.4) 3(7.3) 3(7.7) 10 (6.5)
Prefer Not to Say n (%) 10 (13.5) 8 (19.5) 2(5.1) 20 (13.0)
Any Amount Reported n (%) 7 (9.5) 6 (14.6) 3(7.7) 16 (10.4)
Under 800,000yen n (%) 5 (6.8) 5(12.2) 2(5.1) 12 (7.8)
800,000yen or More n (%) 2(2.7) 1(2.4) 1(2.6) 4 (2.6)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstréom Test for Nicotine Dependence, SES = Socio-Economic Status.

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: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 3

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=71) (N=41) (N=38) (N=150)
Sex
Male n (%) 41 (57.7) 24 (58.5) 21 (55.3) 86 (57.3)
Female n (%) 30 (42.3) 17 (41.5) 17 (44.7) 64 (42.7)
Age (years) n 71 41 38 150
Mean (SD) 37.7 (10.80) 37.7 (11.14) 37.6 (9.83) 37.7 (10.59)
Median 39.0 39.0 38.5 39.0
Min, Max 23, 65 23,64 23,55 23, 65
Ethnicity
Japanese n (%) 71 (100) 41 (100) 38 (100) 150 (100)
Non-Japanese n (%) 0 0 0 0
Weight (kg) n 71 41 38 150
Mean (SD) 62.67 (10.863)  62.01 (10.354) 61.83(11.152)  62.28 (10.735)
Median 62.10 63.90 61.20 61.90
Min, Max 45.1, 97.8 43.4,84.4 43.7,91.8 43.4,97.8

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 3

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=71) (N=41) (N=38) (N=150)
Height (m) n 71 41 38 150
Mean (SD) 1.650 (0.0732)  1.658 (0.1007) 1.653 (0.0784)  1.653 (0.0823)
Median 1.650 1.660 1.660 1.650
Min, Max 1.52,1.84 1.47,1.88 1.50, 1.80 1.47,1.88
BMI (kg/m®) n 71 41 38 150
Mean (SD) 22.90 (2.956) 22.51 (2.868) 22.58 (3.445) 22.71 (3.048)
Median 22.50 21.90 21.35 21.95
Min, Max 18.7, 32.7 18.9,28.4 18.5,31.8 18.5, 32.7
Underweight n (%) 0 0 0 0
Normal Weight n (%) 54 (76.1) 31 (75.6) 30 (78.9) 115 (76.7)
Overweight n (%) 16 (22.5) 10 (24.4) 7 (18.4) 33(22.0)
Obese n (%) 1(1.4) 0 1(2.6) 2(1.3)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 3

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=71) (N=41) (N=38) (N=150)
Waist circumference (cm) n 71 41 38 150
Mean (SD) 87.4 (24.74) 91.0 (30.45) 85.6 (24.86) 87.9 (26.34)
Median 82.0 80.0 78.5 80.0
Min, Max 65, 174 64,172 66, 167 64, 174
Cigarette consumption
10-19 Cig/Day n (%) 36 (50.7) 23 (56.1) 20 (52.6) 79 (52.7)
>19 Cig/Day n (%) 35 (49.3) 18 (43.9) 18 (47.4) 71 (47.3)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 3

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=71) (N=41) (N=38) (N=150)
ISO tar yields n 71 41 38 150
Mean (SD) 5.1 (3.53) 4.9 (3.83) 4.6 (3.89) 4.9 (3.68)
Median 5.0 5.0 4.5 5.0
Min, Max 1,12 1,12 1,12 1,12
1-5 mg n (%) 41 (57.7) 22 (53.7) 22 (57.9) 85 (56.7)
6-8 mg n (%) 20 (28.2) 13 (31.7) 11 (28.9) 44 (29.3)
9-10 mg n (%) 6 (8.5) 4 (9.8) 2 (5.3) 12 (8.0)
>10 mg n (%) 4 (5.6) 2 (4.9) 3(7.9) 9 (6.0)
ISO nicotine yields n 71 41 38 150
Mean (SD) 0.41 (0.266) 0.39 (0.280) 0.38 (0.294) 0.40 (0.275)
Median 0.40 0.40 0.35 0.40
Min, Max 0.1,1.0 0.1, 0.9 0.1, 0.9 0.1,1.0
<=0.6 mg n (%) 57 (80.3) 31 (75.6) 29 (76.3) 117 (78.0)
> 0.6 mg n (%) 14 (19.7) 10 (24.4) 9 (23.7) 33 (22.0)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 3

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=71) (N=41) (N=38) (N=150)
FTND score n 71 41 37 149
Mean (SD) 4.3 (1.83) 4.3 (1.82) 4.7 (2.13) 4.4 (1.91)
Median 4.0 4.0 5.0 4.0
Min, Max 1,9 1,8 0,9 0,9
Mild n (%) 26 (36.6) 17 (41.5) 8(21.1) 51 (34.0)
Moderate n (%) 39 (54.9) 17 (41.5) 21 (55.3) 77 (51.3)
Severe n (%) 6 (8.5) 7(17.1) 8 (21.1) 21 (14.0)
Individual product preference
THSmM2.2 n (%) 16 (22.5) 10 (24.4) 6 (15.8) 32 (21.3)
mCC n (%) 38 (53.5) 19 (46.3) 23 (60.5) 80 (53.3)
SA n (%) 7(9.9) 4 (9.8) 5(13.2) 16 (10.7)
No Preference n (%) 10 (14.1) 8 (19.5) 4 (10.5) 22 (14.7)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Period 4 (JDay 60 Visit — Day 90 Visit]).

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010403-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 27 of 44



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-07-JP Version 1.0 /24 February 2016 Page 64 of 3281

Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 3

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=71) (N=41) (N=38) (N=150)
Day 4 SES Questionnaire
Q1: Total number living in household (including
yourself)?
0 n (%) 1(1.4) 0 0 1(0.7)
1 n (%) 34 (47.9) 12 (29.3) 12 (31.6) 58 (38.7)
2 n (%) 11 (15.5) 7(17.1) 13 (34.2) 31(20.7)
3 n (%) 8 (11.3) 8 (19.5) 7 (18.4) 23 (15.3)
4 n (%) 8 (11.3) 7(17.1) 4 (10.5) 19 (12.7)
5 n (%) 3(4.2) 2 (4.9) 1(2.6) 6 (4.0)
6 n (%) 0 1(2.4) 0 1(0.7)
Prefer Not to Say n (%) 6 (8.5) 4 (9.8) 1(2.6) 11 (7.3)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 3

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=71) (N=41) (N=38) (N=150)
Q2: Highest level education attained / currently
attaining?
Elementary School / Junior High School n (%) 0 1(2.4) 1(2.6) 2(1.3)
Senior High School n (%) 19 (26.8) 10 (24.4) 14 (36.8) 43 (28.7)
College n (%) 20 (28.2) 7(17.1) 7 (18.4) 34 (22.7)
University / Postgraduate n (%) 27 (38.0) 18 (43.9) 15 (39.5) 60 (40.0)
Prefer Not to Say n (%) 5(7.0) 5(12.2) 1(2.6) 11 (7.3)
Q3: How many income earners in household?
None - All Are Unemployed n (%) 4 (5.6) 1(2.4) 4 (10.5) 9 (6.0)
Just One Income Earner n (%) 42 (59.2) 20 (48.8) 18 (47.4) 80 (53.3)
Two or More Income Earners n (%) 25 (35.2) 20 (48.8) 16 (42.1) 61 (40.7)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 3

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=71) (N=41) (N=38) (N=150)
Q4: What is your occupation?
General White Collar n (%) 8 (11.3) 6 (14.6) 2 (5.3) 16 (10.7)
Professional/Technical Worker n (%) 5(7.0) 5(12.2) 2 (5.3) 12 (8.0)
General Blue Collar n (%) 1(1.4) 0 2(5.3) 3(2.0)
Working In Service Industry n (%) 7(9.9) 3(7.3) 1(2.6) 11 (7.3)
Manager (Kacho or Above) n (%) 1(1.4) 1(2.4) 0 2(.3)
Director/President (30 Employees or More) n (%) 0 1(2.4) 1(2.6) 2(1.3)
Proprietor (29 Employees or Less) n (%) 8 (11.3) 4 (9.8) 5(13.2) 17 (11.3)
Professional/Technical Worker (Lawyer, Accountant, n (%) 1(1.4) 0 0 1(0.7)
Professor Etc)
Farming/Forestry/Fishing n (%) 1(1.4) 0 0 1(0.7)
Part-Time Worker (More Than One Day Per Week) n (%) 19 (26.8) 7 (17.1) 10 (26.3) 36 (24.0)
Student n (%) 6 (8.5) 2(4.9) 2(5.3) 10 (6.7)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

Note: Periods defined as Period 1 ([Day 1 — Day 6 confinement]), Period 2 ([Day 6 ambulatory — Day 30 Visit]), Period 3 (JDay 30 Visit — Day 60 Visit]) and
Period 4 (JDay 60 Visit — Day 90 Visit]).
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 3

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=71) (N=41) (N=38) (N=150)
Housewife (Including Part-Time Less Than One Day n (%) 1(1.4) 4 (9.8) 0 5(3.3)
Per Week)
Unemployed n (%) 1(1.4) 1(2.4) 6 (15.8) 8 (5.3)
Others n (%) 10 (14.1) 6 (14.6) 5(13.2) 21 (14.0)
Missing n (%) 2(2.8) 1(2.4) 2(5.3) 5(3.3)
Qb5a: What is the approximate MONTHLY household
income from all sources before tax?
Don't Know n (%) 7(9.9) 6 (14.6) 4 (10.5) 17 (11.3)
Prefer Not to Say n (%) 11 (15.5) 11 (26.8) 3(7.9) 25 (16.7)
Missing n (%) 3.2 1(2.4) 4 (10.5) 8 (5.3)
Any Amount Reported n (%) 50 (70.4) 23 (56.1) 27 (71.1) 100 (66.7)
Below 100,000 Yen n (%) 2(2.8) 0 0 2(1.3)
100,000 Yen - 199,999 Yen n (%) 12 (16.9) 4 (9.8) 5(13.2) 21 (14.0)
200,000 Yen - 299,999 Yen n (%) 13 (18.3) 4 (9.8) 7 (18.4) 24 (16.0)
300,000 Yen - 399,999 Yen n (%) 8 (11.3) 4(9.8) 3(7.9) 15 (10.0)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

Note: Periods defined as Period 1 ([Day 1 — Day 6 confinement]), Period 2 ([Day 6 ambulatory — Day 30 Visit]), Period 3 (JDay 30 Visit — Day 60 Visit]) and
Period 4 (]Day 60 Visit — Day 90 Visit]).
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 3

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=71) (N=41) (N=38) (N=150)
400,000 Yen - 499,999 Yen n (%) 3(4.2) 3(7.3) 3(7.9) 9 (6.0)
500,000 Yen - 599,999 Yen n (%) 6 (8.5) 1(2.4) 5 (13.2) 12 (8.0)
600,000 Yen - 699,999 Yen n (%) 0 2 (4.9) 1(2.6) 3(2.0)
700,000 Yen - 799,999 Yen n (%) 0 1(2.4) 0 1(0.7)
800,000 Yen - 899,999 Yen n (%) 1(1.4) 1(2.4) 1(2.6) 3(2.0)
900,000 Yen - 999,999 Yen n (%) 1(1.4) 0 0 1(0.7)
1,000,000 Yen - or Above n (%) 4 (5.6) 3(7.3) 2 (5.3) 9 (6.0)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

Note: Periods defined as Period 1 ([Day 1 — Day 6 confinement]), Period 2 ([Day 6 ambulatory — Day 30 Visit]), Period 3 (JDay 30 Visit — Day 60 Visit]) and
Period 4 (]Day 60 Visit — Day 90 Visit]).
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 3

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=71) (N=41) (N=38) (N=150)
Replied "Don't Know" or "Prefer not to Say" to 5a n (%) 18 17 7 42
Q5b: (For those who answered "Don't know" or "Prefer
not to say" to 5a) Would MONTHLY household income
be over or under 800,000 yen?
Don't Know n (%) 34.2) 3(7.3) 2(5.3) 8 (5.3)
Prefer Not to Say n (%) 8 (11.3) 8 (19.5) 2(5.3) 18 (12.0)
Any Amount Reported n (%) 7(9.9) 6 (14.6) 3(7.9) 16 (10.7)
Under 800,000yen n (%) 5(7.0) 5(12.2) 2(5.3) 12 (8.0)
800,000yen or More n (%) 2(2.8) 1(2.4) 1(2.6) 4(2.7)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstréom Test for Nicotine Dependence, SES = Socio-Economic Status.

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: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 4

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=70) (N=41) (N=37) (N=148)
Sex
Male n (%) 39 (55.7) 24 (58.5) 21 (56.8) 84 (56.8)
Female n (%) 31 (44.3) 17 (41.5) 16 (43.2) 64 (43.2)
Age (years) n 70 41 37 148
Mean (SD) 37.7 (10.68) 37.7 (11.14) 37.8(9.91) 37.8 (10.55)
Median 38.5 39.0 39.0 39.0
Min, Max 23, 65 23,64 23,55 23, 65
Ethnicity
Japanese n (%) 70 (100) 41 (100) 37 (100) 148 (100)
Non-Japanese n (%) 0 0 0 0
Weight (kg) n 70 41 37 148
Mean (SD) 62.35 (11.097)  62.01 (10.354)  62.24 (11.013)  62.23 (10.803)
Median 61.55 63.90 61.40 61.60
Min, Max 45.1, 97.8 43.4,84.4 43.7,91.8 43.4,97.8

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

Note: Periods defined as Period 1 ([Day 1 — Day 6 confinement]), Period 2 ([Day 6 ambulatory — Day 30 Visit]), Period 3 (JDay 30 Visit — Day 60 Visit]) and
Period 4 (]Day 60 Visit — Day 90 Visit]).
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 4

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=70) (N=41) (N=37) (N=148)
Height (m) n 70 41 37 148
Mean (SD) 1.651 (0.0773)  1.658 (0.1007)  1.655 (0.0788)  1.654 (0.0842)
Median 1.650 1.660 1.670 1.650
Min, Max 1.52,1.84 1.47,1.88 1.50, 1.80 1.47,1.88
BMI (kg/m®) n 70 41 37 148
Mean (SD) 22.76 (2.958)  22.51(2.868)  22.69 (3.424)  22.67 (3.038)
Median 22.20 21.90 21.40 21.90
Min, Max 18.7, 32.7 18.9,28.4 18.7,31.8 18.7, 32.7
Underweight n (%) 0 0 0 0
Normal Weight n (%) 55 (78.6) 31 (75.6) 29 (78.4) 115 (77.7)
Overweight n (%) 14 (20.0) 10 (24.4) 7 (18.9) 31 (20.9)
Obese n (%) 1(1.4) 0 1(2.7) 2(1.4)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 4

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=70) (N=41) (N=37) (N=148)
Waist circumference (cm) n 70 41 37 148
Mean (SD) 87.1 (25.03) 91.0 (30.45) 86.0 (25.09) 87.9 (26.54)
Median 80.0 80.0 79.0 79.5
Min, Max 65, 174 64,172 66, 167 64, 174
Cigarette consumption
10-19 Cig/Day n (%) 36 (51.4) 23 (56.1) 20 (54.1) 79 (53.4)
>19 Cig/Day n (%) 34 (48.6) 18 (43.9) 17 (45.9) 69 (46.6)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 4

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=70) (N=41) (N=37) (N=148)
ISO tar yields n 70 41 37 148
Mean (SD) 4.9 (3.53) 4.9 (3.83) 4.5 (3.90) 4.8 (3.69)
Median 5.0 5.0 4.0 5.0
Min, Max 1,12 1,12 1,12 1,12
1-5mg n (%) 42 (60.0) 22 (53.7) 22 (59.5) 86 (58.1)
6-8 mg n (%) 19 (27.1) 13 (31.7) 10 (27.0) 42 (28.4)
9-10 mg n (%) 5(7.1) 4 (9.8) 2 (5.4) 11 (7.4)
>10 mg n (%) 4 (5.7) 2 (4.9) 3(8.1) 9 (6.1)
ISO nicotine yields n 70 41 37 148
Mean (SD) 0.39 (0.256) 0.39 (0.280) 0.37 (0.293) 0.39 (0.270)
Median 0.40 0.40 0.30 0.40
Min, Max 0.1,1.0 0.1, 0.9 0.1, 0.9 0.1,1.0
<=0.6 mg n (%) 59 (84.3) 31 (75.6) 29 (78.4) 119 (80.4)
> 0.6 mg n (%) 11 (15.7) 10 (24.4) 8 (21.6) 29 (19.6)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t1502010403-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 37 of 44



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2
ZRHM-REXA-07-JP Version 1.0 /24 February 2016

Confidential

Page 74 of 3281

Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 4

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=70) (N=41) (N=37) (N=148)
FTND score n 70 41 36 147
Mean (SD) 4.3 (1.78) 4.3 (1.82) 4.7 (2.13) 4.4 (1.88)
Median 4.0 4.0 5.0 4.0
Min, Max 1,8 1,8 0,9 0,9
Mild n (%) 26 (37.1) 17 (41.5) 8 (21.6) 51 (34.5)
Moderate n (%) 38 (54.3) 17 (41.5) 21 (56.8) 76 (51.4)
Severe n (%) 6 (8.6) 7(17.1) 7 (18.9) 20 (13.5)
Individual product preference
THSmM2.2 n (%) 16 (22.9) 10 (24.4) 5(13.5) 31 (20.9)
mCC n (%) 36 (51.4) 19 (46.3) 23 (62.2) 78 (52.7)
SA n (%) 7 (10.0) 4 (9.8) 5(13.5) 16 (10.8)
No Preference n (%) 11 (15.7) 8 (19.5) 4 (10.8) 23 (15.5)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Period 4 (JDay 60 Visit — Day 90 Visit]).
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 4

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=70) (N=41) (N=37) (N=148)
Day 4 SES Questionnaire
Q1: Total number living in household (including
yourself)?
0 n (%) 1(1.4) 0 0 1(0.7)
1 n (%) 34 (48.6) 12 (29.3) 12 (32.4) 58 (39.2)
2 n (%) 10 (14.3) 7(17.1) 13 (35.1) 30 (20.3)
3 n (%) 8 (11.4) 8 (19.5) 6 (16.2) 22 (14.9)
4 n (%) 9(12.9) 7(17.1) 4 (10.8) 20 (13.5)
5 n (%) 3(4.3) 2 (4.9) 1(2.7) 6 (4.1)
6 n (%) 0 1(2.4) 0 1(0.7)
Prefer Not to Say n (%) 5(7.1) 4 (9.8) 1(2.7) 10 (6.8)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

Note: Periods defined as Period 1 ([Day 1 — Day 6 confinement]), Period 2 ([Day 6 ambulatory — Day 30 Visit]), Period 3 (JDay 30 Visit — Day 60 Visit]) and
Period 4 (]JDay 60 Visit — Day 90 Visit]).
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 4

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=70) (N=41) (N=37) (N=148)
Q2: Highest level education attained / currently
attaining?
Elementary School / Junior High School n (%) 0 1(2.4) 1(2.7) 2(1.4)
Senior High School n (%) 19 (27.1) 10 (24.4) 14 (37.8) 43 (29.1)
College n (%) 18 (25.7) 7(17.1) 7 (18.9) 32 (21.6)
University / Postgraduate n (%) 28 (40.0) 18 (43.9) 14 (37.8) 60 (40.5)
Prefer Not to Say n (%) 5(7.1) 5(12.2) 1(2.7) 11 (7.4)
Q3: How many income earners in household?
None - All Are Unemployed n (%) 4 (5.7) 1(2.4) 4 (10.8) 9(6.1)
Just One Income Earner n (%) 41 (58.6) 20 (48.8) 18 (48.6) 79 (53.4)
Two or More Income Earners n (%) 25 (35.7) 20 (48.8) 15 (40.5) 60 (40.5)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 4

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=70) (N=41) (N=37) (N=148)
Q4: What is your occupation?
General White Collar n (%) 8 (11.4) 6 (14.6) 2 (5.4) 16 (10.8)
Professional/Technical Worker n (%) 4 (5.7) 5(12.2) 1(2.7) 10 (6.8)
General Blue Collar n (%) 1(1.4) 0 2(5.9) 3(2.0)
Working In Service Industry n (%) 7 (10.0) 3(7.3) 1(2.7) 11 (7.4)
Manager (Kacho or Above) n (%) 1(1.4) 1(2.4) 0 2(1.49)
Director/President (30 Employees or More) n (%) 0 1(2.4) 1(2.7) 2(1.4)
Proprietor (29 Employees or Less) n (%) 7 (10.0) 4 (9.8) 5(13.5) 16 (10.8)
Professional/Technical Worker (Lawyer, Accountant, n (%) 1(1.4) 0 0 1(0.7)
Professor Etc)
Farming/Forestry/Fishing n (%) 1(1.4) 0 0 1(0.7)
Part-Time Worker (More Than One Day Per Week) n (%) 17 (24.3) 7 (17.1) 10 (27.0) 34 (23.0)
Student n (%) 7 (10.0) 2(4.9) 2(5.9) 11 (7.4)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 4

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=70) (N=41) (N=37) (N=148)
Housewife (Including Part-Time Less Than One Day n (%) 1(1.4) 4 (9.8) 0 5(3.4)
Per Week)
Unemployed n (%) 1(1.4) 1(2.4) 6 (16.2) 8 (5.4)
Others n (%) 12 (17.1) 6 (14.6) 5(13.5) 23 (15.5)
Missing n (%) 2(2.9) 1(2.4) 2(5.4) 5(3.4)
Qb5a: What is the approximate MONTHLY household
income from all sources before tax?
Don't Know n (%) 6 (8.6) 6 (14.6) 3(8.1) 15 (10.1)
Prefer Not to Say n (%) 13 (18.6) 11 (26.8) 3(8.1) 27 (18.2)
Missing n (%) 3(4.3) 1(2.4) 4 (10.8) 8 (5.4)
Any Amount Reported n (%) 48 (68.6) 23 (56.1) 27 (73.0) 98 (66.2)
Below 100,000 Yen n (%) 2(2.9) 0 0 2(1.4)
100,000 Yen - 199,999 Yen n (%) 10 (14.3) 4 (9.8) 5(13.5) 19 (12.8)
200,000 Yen - 299,999 Yen n (%) 13 (18.6) 4 (9.8) 7 (18.9) 24 (16.2)
300,000 Yen - 399,999 Yen n (%) 8 (11.4) 4 (9.8) 3(8.1) 15(10.1)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 4

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=70) (N=41) (N=37) (N=148)
400,000 Yen - 499,999 Yen n (%) 3(4.3) 3(7.3) 3(8.1) 9 (6.1)
500,000 Yen - 599,999 Yen n (%) 6 (8.6) 1(2.4) 5 (13.5) 12 (8.1)
600,000 Yen - 699,999 Yen n (%) 0 2 (4.9) 1(2.7) 3(2.0)
700,000 Yen - 799,999 Yen n (%) 0 1(2.4) 0 1(0.7)
800,000 Yen - 899,999 Yen n (%) 1(1.4) 1(2.4) 1(2.7) 3(2.0)
900,000 Yen - 999,999 Yen n (%) 1(1.4) 0 0 1(0.7)
1,000,000 Yen - or Above n (%) 4 (5.7) 3(7.3) 2 (5.4) 9 (6.1)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3 Summary of Demographics and Other Baseline Characteristics - PP Set
Per-Protocol Population - Period 4

THSmM2.2 mCC SA Overall PP Set
Variable Statistic (N=70) (N=41) (N=37) (N=148)
Replied "Don't Know" or "Prefer not to Say" to 5a n (%) 19 17 6 42
Q5b: (For those who answered "Don't know" or "Prefer
not to say" to 5a) Would MONTHLY household income
be over or under 800,000 yen?
Don't Know n (%) 2(2.9) 3(7.3) 1(2.7) 6 (4.1)
Prefer Not to Say n (%) 10 (14.3) 8 (19.5) 2(5.4) 20 (13.5)
Any Amount Reported n (%) 7 (10.0) 6 (14.6) 3(8.1) 16 (10.8)
Under 800,000yen n (%) 5(7.1) 5(12.2) 2(5.4) 12 (8.1)
800,000yen or More n (%) 2 (2.9 1(2.4) 1(2.7) 4(2.7)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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 = Fagerstréom Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 1

THSM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=43) (N=33) (N=25) (N=17) (N=22) (N=17)
Age (years) n 43 33 25 17 22 17
Mean (SD) 35.4 (10.65) 39.4 (10.48) 35.5(11.19) 40.2(11.02) 38.0(9.27) 36.6 (10.73)
Median 34.0 42.0 31.0 39.0 39.0 34.0
Min, Max 23, 65 23, 56 23, 56 23, 64 24,55 23, 54
Ethnicity
Japanese n (%) 43 (100) 33 (100) 25 (100) 17 (100) 22 (100) 17 (100)
Non-Japanese n (%) 0 0 0 0 0 0
Weight (kg) n 43 33 25 17 22 17
Mean (SD) 68.10 (10.043) 55.46 (7.045) 67.25 (8.356) 54.26 (7.530) 66.58 (9.825) 55.34 (9.339)
Median 65.70 55.20 67.00 51.50 64.45 53.00
Min, Max 52.1,97.8 45.1, 75.0 51.8,84.4 43.4,67.4 53.9,91.8 43.7,74.8

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 1

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=43) (N=33) (N=25) (N=17) (N=22) (N=17)
Height (m) n 43 33 25 17 22 17
Mean (SD) 1.702 (0.0527) 1.590 (0.0473) 1.721 (0.0724) 1.571 (0.0646) 1.704 (0.0465) 1.586 (0.0563)
Median 1.700 1.580 1.720 1.560 1.700 1.590
Min, Max 1.58, 1.84 1.52,1.72 1.58, 1.88 1.47,1.72 1.64, 1.80 1.50,1.73
BMI (kg/m?) n 43 33 25 17 22 17
Mean (SD) 23.49 (3.135) 21.92 (2.334) 22.75(3.009) 21.97 (2.688) 22.96 (3.412) 21.98 (3.430)
Median 22.80 21.30 22.10 21.30 22.00 20.40
Min, Max 18.9, 32.7 18.7,27.9 19.0, 28.3 18.9, 28.4 18.7,31.8 18.5, 29.6
Underweight n (%) 0 0 0 0 0 0
Normal Weight n (%) 30 (69.8) 29 (87.9) 17 (68.0) 15 (88.2) 17 (77.3) 14 (82.4)
Overweight n (%) 12 (27.9) 4(12.1) 8 (32.0) 2(11.8) 4(18.2) 3(17.6)
Obese n (%) 1(2.3) 0 0 0 1(4.5) 0

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 1

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=43) (N=33) (N=25) (N=17) (N=22) (N=17)
Waist circumference (cm) n 43 33 25 17 22 17
Mean (SD) 94.0 (29.31) 77.3(8.19) 99.1(36.57) 78.2(7.13) 92.4(30.41) 76.2(7.97)
Median 85.0 76.0 83.0 77.0 79.5 76.0
Min, Max 69, 174 65, 95 72,172 64, 90 68, 167 66, 94
Cigarette consumption
10-19 Cig/Day n (%) 21 (48.8) 18 (54.5) 13 (52.0) 10 (58.8) 11 (50.0) 9 (52.9)
>19 Cig/Day n (%) 22 (51.2) 15 (45.5) 12 (48.0) 7 (41.2) 11 (50.0) 8 (47.1)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 1

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=43) (N=33) (N=25) (N=17) (N=22) (N=17)
ISO tar yields n 43 33 25 17 22 17
Mean (SD) 6.2 (3.28) 3.3(3.13) 6.5 (3.65) 2.6 (2.74) 5.8 (4.01) 3.3(3.28)
Median 6.0 1.0 8.0 1.0 6.0 1.0
Min, Max 1, 12 1, 12 1,12 1,8 1,12 1,8
1-5 mg n (%) 20 (46.5) 25 (75.8) 8 (32.0) 14 (82.4) 10 (45.5) 12 (70.6)
6-8 mg n (%) 14 (32.6) 7 (21.2) 11 (44.0) 3(17.6) 7 (31.8) 5 (29.4)
9-10 mg n (%) 6 (14.0) 0 4 (16.0) 0 2(9.1) 0
>10 mg n (%) 3(7.0) 1(3.0) 2(8.0) 0 3(13.6) 0
ISO nicotine yields n 43 33 25 17 22 17
Mean (SD) 0.49 (0.247) 0.28(0.239) 0.50 (0.259) 0.24 (0.224) 0.47 (0.292) 0.29 (0.272)
Median 0.50 0.10 0.60 0.10 0.55 0.10
Min, Max 0.1,1.0 0.1,0.8 0.1,0.9 0.1,0.7 0.1,0.9 0.1,0.7
<= 0.6 mg n (%) 32 (74.4) 30 (90.9) 16 (64.0) 16 (94.1) 16 (72.7) 13 (76.5)
> 0.6 mg n (%) 11 (25.6) 3(9.1) 9 (36.0) 1(5.9) 6 (27.3) 4 (23.5)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 1

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=43) (N=33) (N=25) (N=17) (N=22) (N=17)
FTND score n 43 33 25 17 21 17
Mean (SD) 4.2 (1.83) 4.5 (1.79) 4.3 (1.73) 4.4 (1.97) 4.5 (1.75) 5.0 (2.50)
Median 4.0 4.0 4.0 4.0 5.0 5.0
Min, Max 1,9 1,8 1,7 2,8 0,7 0,9
Mild n (%) 17 (39.5) 10 (30.3) 10 (40.0) 7 (41.2) 4 (18.2) 4 (23.5)
Moderate n (%) 23 (53.5) 19 (57.6) 11 (44.0) 7 (41.2) 15 (68.2) 7 (41.2)
Severe n (%) 3(7.0) 4 (12.1) 4 (16.0) 3(17.6) 2(9.1) 6 (35.3)
Individual product preference
THSmM2.2 n (%) 11 (25.6) 6 (18.2) 5 (20.0) 5 (29.4) 2(9.1) 4 (23.5)
mCC n (%) 25 (58.1) 14 (42.4) 14 (56.0) 6 (35.3) 14 (63.6) 10 (58.8)
SA n (%) 2(4.7) 7(21.2) 1(4.0) 3(17.6) 3(13.6) 2 (11.8)
No Preference n (%) 5(11.6) 6 (18.2) 5 (20.0) 3 (17.6) 3 (13.6) 1(5.9

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

Note: Periods defined as Period 1 ([Day 1 — Day 6 confinement]), Period 2 ([Day 6 ambulatory — Day 30 Visit]), Period 3 (JDay 30 Visit — Day 60 Visit]) and
Period 4 (]Day 60 Visit — Day 90 Visit]).
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 1

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=43) (N=33) (N=25) (N=17) (N=22) (N=17)
Day 4 SES Questionnaire
Q1: Total number living in household
(including yourself)?
0 n (%) 1(2.3) 0 0 0 0 0
1 n (%) 21 (48.8) 14 (42.4) 9 (36.0) 3(17.6) 9 (40.9) 3(17.6)
2 n (%) 5(11.6) 8(24.2) 2(8.0) 5(29.4) 7 (31.8) 6 (35.3)
3 n (%) 4(9.3) 4 (12.1) 3(12.0) 5(29.4) 4 (18.2) 4 (23.5)
4 n (%) 5(11.6) 4(12.1) 5(20.0) 2 (11.8) 1(4.5) 3(17.6)
5 n (%) 1(2.3) 2(6.1) 2(8.0) 0 1(4.5) 0
6 n (%) 1(2.3) 0 0 1(5.9) 0 0
Prefer Not to Say n (%) 5(11.6) 1(3.0) 3(12.0) 1(5.9 0 1(5.9
Missing n (%) 0 0 1(4.0) 0 0 0

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

Note: Periods defined as Period 1 ([Day 1 — Day 6 confinement]), Period 2 ([Day 6 ambulatory — Day 30 Visit]), Period 3 (JDay 30 Visit — Day 60 Visit]) and
Period 4 (]JDay 60 Visit — Day 90 Visit]).
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 1

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=43) (N=33) (N=25) (N=17) (N=22) (N=17)
Q2: Highest level education attained /
currently attaining?
Elementary School / Junior High n (%) 0 0 0 1(5.9 1(4.5) 1(5.9
School
Senior High School n (%) 10 (23.3) 9 (27.3) 7 (28.0) 3(17.6) 7(31.8) 7 (41.2)
College n (%) 10 (23.3) 12 (36.4) 3(12.0) 4 (23.5) 1(4.5) 6 (35.3)
University / Postgraduate n (%) 21 (48.8) 9 (27.3) 12 (48.0) 6 (35.3) 12 (54.5) 3(17.6)
Prefer Not to Say n (%) 247 3(9.1) 2(8.0) 3(17.6) 1(4.5) 0
Missing n (%) 0 0 1(4.0) 0 0 0
Q3: How many income earners in
household?
None - All Are Unemployed n (%) 24.7) 2(6.1) 1(4.0) 0 2(9.1) 2 (11.8)
Just One Income Earner n (%) 28 (65.1) 17 (51.5) 13 (52.0) 7 (41.2) 10 (45.5) 8(47.1)
Two or More Income Earners n (%) 13 (30.2) 14 (42.4) 10 (40.0) 10 (58.8) 10 (45.5) 7 (41.2)
Missing n (%) 0 0 1(4.0) 0 0 0

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 7 of 44
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 1

THSmM?2.2 mCC SA
Males Females Males Females Males Females

Variable Statistic (N=43) (N=33) (N=25) (N=17) (N=22) (N=17)
Q4: What is your occupation?

General White Collar n (%) 24.7) 6 (18.2) 2(8.0) 4 (23.5) 1(4.5) 1(5.9)

Professional/Technical Worker  n (%) 2(4.7) 3(9.2) 4 (16.0) 1(5.9 1(4.5) 1(5.9

General Blue Collar n (%) 1(2.3) 0 0 0 2(9.2) 0

Working In Service Industry n (%) 3(7.0) 4(12.1) 1(4.0) 2 (11.8) 0 1(5.9

Manager (Kacho or Above) n (%) 1(2.3) 0 1(4.0) 0 0 0

Director/President (30 Employees n (%) 0 0 1(4.0) 0 1(4.5) 0

or More)

Proprietor (29 Employees or n (%) 8 (18.6) 0 4 (16.0) 0 5(22.7) 0

Less)

Professional/Technical Worker  n (%) 1(2.3) 0 0 0 0 0

(Lawyer, Accountant, Professor

Etc)

Farming/Forestry/Fishing n (%) 1(2.3) 0 0 0 0 0

Part-Time Worker (More Than n (%) 11 (25.6) 9 (27.3) 5(20.0) 2 (11.8) 2(9.1) 8(47.1)

One Day Per Week)

Student n (%) 5(11.6) 2(6.1) 1(4.0) 1(5.9) 1(4.5) 1(5.9)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 8 of 44
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 1

THSM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=43) (N=33) (N=25) (N=17) (N=22) (N=17)
Housewife (Including Part-Time  n (%) 0 1(3.0) 0 4 (23.5) 0 0
Less Than One Day Per Week)
Unemployed n (%) 0 1(3.0) 1(4.0) 0 3 (13.6) 4 (23.5)
Others n (%) 7 (16.3) 6 (18.2) 3(12.0) 3(17.6) 5(22.7) 0
Missing n (%) 1(2.3) 1(3.0) 2(8.0) 0 1(4.5) 1(5.9)
Q5a: What is approximate
MONTHLY household income from
all sources before tax?
Don't Know n (%) 1(2.3) 7(21.2) 3(12.0) 3(17.6) 2(9.1) 3(17.6)
Prefer Not to Say n (%) 5(11.6) 8 (24.2) 6 (24.0) 5 (29.4) 1(4.5) 2(11.8)
Missing n (%) 1(2.3) 2(6.1) 2(8.0) 0 2(9.1) 2 (11.8)
Any Amount Reported n (%) 36 (83.7) 16 (48.5) 14 (56.0) 9 (52.9) 17 (77.3) 10 (58.8)
Below 100,000 Yen n (%) 2(4.7) 0 0 0 0 0
100,000 Yen - 199,999 Yen  n (%) 8 (18.6) 4(12.1) 3(12.0) 1(5.9) 2(9.1) 3(17.6)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 1
THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=43) (N=33) (N=25) (N=17) (N=22) (N=17)
200,000 Yen - 299,999 Yen  n (%) 10 (23.3) 5 (15.2) 3(12.0) 1(5.9) 5(22.7) 2 (11.8)
300,000 Yen - 399,999 Yen  n (%) 5 (11.6) 3(9.1) 3(12.0) 1(5.9) 2(9.1) 1(5.9)
400,000 Yen - 499,999 Yen  n (%) 1(2.3) 2 (6.1) 1 (4.0) 2 (11.8) 2(9.1) 1(5.9)
500,000 Yen - 599,999 Yen  n (%) 5 (11.6) 1(3.0) 0 1(5.9) 3(13.6) 2 (11.8)
600,000 Yen - 699,999 Yen  n (%) 0 0 2 (8.0) 0 1(4.5) 0
700,000 Yen - 799,999 Yen  n (%) 0 0 0 1(5.9) 0 0
800,000 Yen - 899,999 Yen  n (%) 1(2.3) 0 1 (4.0) 0 1(4.5) 0
900,000 Yen - 999,999 Yen  n (%) 1(2.3) 0 0 0 0 0
1,000,000 Yen - or Above n (%) 3(7.0) 1 (3.0) 1 (4.0) 2 (11.8) 1(4.5) 1(5.9)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Period 4 (]Day 60 Visit — Day 90 Visit]).

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11

Study ID:ZRHM-REXA-07-JP

Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas

Status: Final/03AUG2015
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 1

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=43) (N=33) (N=25) (N=17) (N=22) (N=17)
Replied "Don't Know" or "Prefer not n (%) 6 15 9 8 3 5
to Say" to 5a
Q5b: (For those who answered "Don't
know" or "Prefer not to say" to 5a)
Would MONTHLY household income
be over or under 800,000 yen?
Don't Know n (%) 1(2.3) 3(9.1) 1(4.0) 2 (11.8) 1(4.5) 2 (11.8)
Prefer Not to Say n (%) 247 8(24.2) 4 (16.0) 4 (23.5) 1(4.5) 1(5.9)
Any Amount Reported n (%) 3(7.0) 4(12.1) 4 (16.0) 2 (11.8) 1(4.5) 2 (11.8)
Under 800,000yen n (%) 2(4.7) 3(9.1) 3(12.0) 2(11.8) 1(4.5) 1(5.9
800,000yen or More n (%) 1(2.3) 1(3.0) 1(4.0) 0 0 1(5.9

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 11 of 44



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-07-JP Version 1.0 /24 February 2016 Page 92 of 3281

Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 2

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=42) (N=32) (N=24) (N=17) (N=22) (N=17)
Age (years) n 42 32 24 17 22 17
Mean (SD) 35.7 (10.67) 39.6 (10.62) 36.0(11.12) 40.2(11.02) 38.0 (9.27) 36.6 (10.73)
Median 34.5 42.0 315 39.0 39.0 34.0
Min, Max 23, 65 23, 56 23, 56 23, 64 24,55 23, 54
Ethnicity
Japanese n (%) 42 (100) 32 (100) 24 (100) 17 (100) 22 (100) 17 (100)
Non-Japanese n (%) 0 0 0 0 0 0
Weight (kg) n 42 32 24 17 22 17
Mean (SD)  68.21 (10.134) 55.28 (7.078) 67.50 (8.435) 54.26 (7.530) 66.58 (9.825) 55.34 (9.339)
Median 66.40 55.20 67.05 51.50 64.45 53.00
Min, Max 52.1,97.8 45.1, 75.0 51.8,84.4 43.4,67.4 53.9,91.8 43.7,74.8

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 12 of 44
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 2

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=42) (N=32) (N=24) (N=17) (N=22) (N=17)
Height (m) n 42 32 24 17 22 17
Mean (SD) 1.702 (0.0531) 1.586 (0.0437) 1.719 (0.0728) 1.571 (0.0646) 1.704 (0.0465) 1.586 (0.0563)
Median 1.700 1.580 1.715 1.560 1.700 1.590
Min, Max 1.58,1.84 1.52,1.72 1.58,1.88 1.47,1.72 1.64,1.80 1.50,1.73
BMI (kg/m?) n 42 32 24 17 22 17
Mean (SD) 23.51(3.169) 21.94 (2.368) 22.90 (2.984) 21.97 (2.688) 22.96 (3.412) 21.98 (3.430)
Median 22.90 21.45 22.15 21.30 22.00 20.40
Min, Max 18.9, 32.7 18.7,27.9 19.0, 28.3 18.9,28.4 18.7,31.8 18.5, 29.6
Underweight n (%) 0 0 0 0 0 0
Normal Weight n (%) 29 (69.0) 28 (87.5) 16 (66.7) 15 (88.2) 17 (77.3) 14 (82.4)
Overweight n (%) 12 (28.6) 4 (12.5) 8 (33.3) 2(11.8) 4(18.2) 3(17.6)
Obese n (%) 1(2.4) 0 0 0 1(4.5) 0

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 2

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=42) (N=32) (N=24) (N=17) (N=22) (N=17)
Waist circumference (cm) n 42 32 24 17 22 17
Mean (SD) 94.5(29.54) 77.2(8.29) 100.1(37.00) 78.2(7.13) 92.4(30.41) 76.2(7.97)
Median 85.0 76.0 85.5 77.0 79.5 76.0
Min, Max 69, 174 65, 95 72,172 64, 90 68, 167 66, 94
Cigarette consumption
10-19 Cig/Day n (%) 21 (50.0) 17 (53.1) 13 (54.2) 10 (58.8) 11 (50.0) 9 (52.9)
>19 Cig/Day n (%) 21 (50.0) 15 (46.9) 11 (45.8) 7 (41.2) 11 (50.0) 8 (47.1)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 2

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=42) (N=32) (N=24) (N=17) (N=22) (N=17)
ISO tar yields n 42 32 24 17 22 17
Mean (SD) 6.2 (3.31) 3.3(3.15) 6.5 (3.72) 2.6 (2.74) 5.8 (4.01) 3.3(3.28)
Median 6.0 1.0 8.0 1.0 6.0 1.0
Min, Max 1, 12 1, 12 1,12 1,8 1,12 1,8
1-5 mg n (%) 20 (47.6) 24 (75.0) 8(33.3) 14 (82.4) 10 (45.5) 12 (70.6)
6-8 mg n (%) 13 (31.0) 7 (21.9) 10 (41.7) 3(17.6) 7 (31.8) 5 (29.4)
9-10 mg n (%) 6 (14.3) 0 4 (16.7) 0 2(9.1) 0
>10 mg n (%) 3(7.1) 1(3.1) 2(8.3) 0 3(13.6) 0
ISO nicotine yields n 42 32 24 17 22 17
Mean (SD) 0.49 (0.248) 0.28(0.241) 0.50 (0.265) 0.24 (0.224) 0.47 (0.292) 0.29 (0.272)
Median 0.50 0.10 0.60 0.10 0.55 0.10
Min, Max 0.1,1.0 0.1,0.8 0.1,0.9 0.1,0.7 0.1,0.9 0.1,0.7
<= 0.6 mg n (%) 32(76.2) 29 (90.6) 15 (62.5) 16 (94.1) 16 (72.7) 13 (76.5)
> 0.6 mg n (%) 10 (23.8) 3(9.4) 9 (37.5) 1 (5.9) 6 (27.3) 4 (23.5)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 2

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=42) (N=32) (N=24) (N=17) (N=22) (N=17)
FTND score n 42 32 24 17 21 17
Mean (SD) 4.2 (1.85) 4.5 (1.82) 4.3 (1.76) 4.4 (1.97) 4.5 (1.75) 5.0 (2.50)
Median 4.0 4.0 4.0 4.0 5.0 5.0
Min, Max 1,9 1,8 1,7 2,8 0,7 0,9
Mild n (%) 17 (40.5) 10 (31.3) 10 (41.7) 7 (41.2) 4(18.2) 4 (23.5)
Moderate n (%) 22 (52.4) 18 (56.3) 10 (41.7) 7 (41.2) 15 (68.2) 7 (41.2)
Severe n (%) 3(7.1) 4 (12.5) 4 (16.7) 3(17.6) 2(9.1) 6 (35.3)
Individual product preference
THSmM2.2 n (%) 11 (26.2) 6 (18.8) 5 (20.8) 5 (29.4) 2(9.1) 4 (23.5)
mCC n (%) 25 (59.5) 14 (43.8) 13 (54.2) 6 (35.3) 14 (63.6) 10 (58.8)
SA n (%) 1(2.4) 6 (18.8) 1(4.2) 3(17.6) 3(13.6) 2(11.8)
No Preference n (%) 5 (11.9) 6 (18.8) 5 (20.8) 3(17.6) 3(13.6) 1(5.9)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 2

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=42) (N=32) (N=24) (N=17) (N=22) (N=17)
Day 4 SES Questionnaire
Q1: Total number living in household
(including yourself)?
0 n (%) 1(2.4) 0 0 0 0 0
1 n (%) 21 (50.0) 14 (43.8) 9(37.5) 3(17.6) 9 (40.9) 3(17.6)
2 n (%) 5(11.9) 7(21.9) 2(8.3) 5(29.4) 7 (31.8) 6 (35.3)
3 n (%) 4 (9.5) 4 (12.5) 3(12.5) 5(29.4) 4 (18.2) 4 (23.5)
4 n (%) 5(11.9) 4 (12.5) 5(20.8) 2 (11.8) 1(4.5) 3(17.6)
5 n (%) 1(2.4) 2(6.3) 2(8.3) 0 1(4.5) 0
6 n (%) 1(2.4) 0 0 1(5.9) 0 0
Prefer Not to Say n (%) 4 (9.5) 1(3.1) 3(12.5) 1(5.9 0 1(5.9

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 17 of 44
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 2

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=42) (N=32) (N=24) (N=17) (N=22) (N=17)
Q2: Highest level education attained /
currently attaining?
Elementary School / Junior High n (%) 0 0 0 1(5.9 1(4.5) 1(5.9
School
Senior High School n (%) 10 (23.8) 9(28.1) 7(29.2) 3(17.6) 7(31.8) 7 (41.2)
College n (%) 9(21.4) 11 (34.4) 3(12.5) 4 (23.5) 1(4.5) 6 (35.3)
University / Postgraduate n (%) 21 (50.0) 9(28.1) 12 (50.0) 6 (35.3) 12 (54.5) 3(17.6)
Prefer Not to Say n (%) 2(4.8) 3(9.9) 2(8.3) 3(17.6) 1(4.5) 0
Q3: How many income earners in
household?
None - All Are Unemployed n (%) 2(4.8) 2 (6.3) 1(4.2) 0 2(9.1) 2(11.8)
Just One Income Earner n (%) 27 (64.3) 16 (50.0) 13 (54.2) 7 (41.2) 10 (45.5) 8(47.1)
Two or More Income Earners n (%) 13 (31.0) 14 (43.8) 10 (41.7) 10 (58.8) 10 (45.5) 7 (41.2)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 18 of 44
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 2

THSmM?2.2 mCC SA
Males Females Males Females Males Females

Variable Statistic (N=42) (N=32) (N=24) (N=17) (N=22) (N=17)
Q4: What is your occupation?

General White Collar n (%) 2(4.8) 6 (18.8) 2(8.3) 4 (23.5) 1(4.5) 1(5.9)

Professional/Technical Worker  n (%) 2 (4.8) 3(9.4) 4(16.7) 1(5.9 1(4.5) 1(5.9

General Blue Collar n (%) 1(2.4) 0 0 0 2(9.2) 0

Working In Service Industry n (%) 3(7.2) 4 (12.5) 1(4.2) 2 (11.8) 0 1(5.9

Manager (Kacho or Above) n (%) 1(2.4) 0 1(4.2) 0 0 0

Director/President (30 Employees n (%) 0 0 1(4.2) 0 1(4.5) 0

or More)

Proprietor (29 Employees or n (%) 8 (19.0) 0 4(16.7) 0 5(22.7) 0

Less)

Professional/Technical Worker  n (%) 1(2.4) 0 0 0 0 0

(Lawyer, Accountant, Professor

Etc)

Farming/Forestry/Fishing n (%) 1(2.4) 0 0 0 0 0

Part-Time Worker (More Than n (%) 10 (23.8) 9(28.1) 5(20.8) 2 (11.8) 2(9.1) 8(47.1)

One Day Per Week)

Student n (%) 5(11.9) 2 (6.3) 1(4.2) 1(5.9) 1(4.5) 1(5.9)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 19 of 44
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 2

THSM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=42) (N=32) (N=24) (N=17) (N=22) (N=17)
Housewife (Including Part-Time  n (%) 0 1(3.1) 0 4 (23.5) 0 0
Less Than One Day Per Week)
Unemployed n (%) 0 1(3.1) 1(4.2) 0 3 (13.6) 4 (23.5)
Others n (%) 7(16.7) 5 (15.6) 3(12.5) 3(17.6) 5(22.7) 0
Missing n (%) 1(2.4) 13.1) 1(4.2) 0 1(4.5) 1(5.9)
Q5a: What is approximate
MONTHLY household income from
all sources before tax?
Don't Know n (%) 1(2.4) 7 (21.9) 3(12.5) 3(17.6) 2(9.1) 3(17.6)
Prefer Not to Say n (%) 5(11.9) 8 (25.0) 6 (25.0) 5 (29.4) 1(4.5) 2(11.8)
Missing n (%) 1(2.4) 2 (6.3) 1(4.2) 0 2(9.1) 2 (11.8)
Any Amount Reported n (%) 35 (83.3) 15 (46.9) 14 (58.3) 9 (52.9) 17 (77.3) 10 (58.8)
Below 100,000 Yen n (%) 2(4.8) 0 0 0 0 0
100,000 Yen - 199,999 Yen  n (%) 7(16.7) 4 (12.5) 3(12.5) 1(5.9) 2(9.1) 3(17.6)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 20 of 44
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Period 2
THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=42) (N=32) (N=24) (N=17) (N=22) (N=17)
200,000 Yen - 299,999 Yen  n (%) 10 (23.8) 4 (12.5) 3(12.5) 1(5.9) 5 (22.7) 2 (11.8)
300,000 Yen - 399,999 Yen  n (%) 5 (11.9) 3(9.4) 3(12.5) 1(5.9) 2(9.1) 1(5.9)
400,000 Yen - 499,999 Yen  n (%) 1(2.4) 2 (6.3) 1(4.2) 2 (11.8) 2 (9.1) 1(5.9)
500,000 Yen - 599,999 Yen  n (%) 5(11.9) 1(3.1) 0 1(5.9) 3(13.6) 2 (11.8)
600,000 Yen - 699,999 Yen  n (%) 0 0 2(8.3) 0 1 (4.5) 0
700,000 Yen - 799,999 Yen  n (%) 0 0 0 1 (5.9) 0 0
800,000 Yen - 899,999 Yen  n (%) 1(2.4) 0 1(4.2) 0 1 (4.5) 0
900,000 Yen - 999,999 Yen  n (%) 1(2.4) 0 0 0 0 0
1,000,000 Yen - or Above n (%) 3(7.1) 1(3.1) 1(4.2) 2 (11.8) 1(4.5) 1(5.9)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Period 4 (]Day 60 Visit — Day 90 Visit]).

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11

Study ID:ZRHM-REXA-07-JP

Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas

Status: Final/03AUG2015
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 2

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=42) (N=32) (N=24) (N=17) (N=22) (N=17)
Replied "Don't Know" or "Prefer not n (%) 6 15 9 8 3 5
to Say" to 5a
Q5b: (For those who answered "Don't
know" or "Prefer not to say" to 5a)
Would MONTHLY household income
be over or under 800,000 yen?
Don't Know n (%) 1(2.4) 3(9.9) 1(4.2) 2 (11.8) 1(4.5) 2 (11.8)
Prefer Not to Say n (%) 2(4.8) 8 (25.0) 4 (16.7) 4 (23.5) 1(4.5) 1(5.9)
Any Amount Reported n (%) 3(7.1) 4 (12.5) 4 (16.7) 2 (11.8) 1(4.5) 2 (11.8)
Under 800,000yen n (%) 2(4.8) 3(9.4) 3(12.5) 2(11.8) 1(4.5) 1(5.9
800,000yen or More n (%) 1(2.4) 1(3.1) 1(4.2) 0 0 1(5.9

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 22 of 44
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 3

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=41) (N=30) (N=24) (N=17) (N=21) (N=17)
Age (years) n 41 30 24 17 21 17
Mean (SD) 35.8 (10.76) 40.3(10.50) 36.0(11.12) 40.2(11.02) 38.5(9.22) 36.6 (10.73)
Median 35.0 42.0 315 39.0 40.0 34.0
Min, Max 23, 65 23, 56 23, 56 23, 64 24,55 23, 54
Ethnicity
Japanese n (%) 41 (100) 30 (100) 24 (100) 17 (100) 21 (100) 17 (100)
Non-Japanese n (%) 0 0 0 0 0 0
Weight (kg) n 41 30 24 17 21 17
Mean (SD)  68.01 (10.036) 55.37 (7.109) 67.50 (8.435) 54.26 (7.530) 67.08 (9.772) 55.34 (9.339)
Median 65.70 55.20 67.05 51.50 65.90 53.00
Min, Max 52.1,97.8 45.1, 75.0 51.8,84.4 43.4,67.4 53.9,91.8 43.7,74.8

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 23 of 44
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 3

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=41) (N=30) (N=24) (N=17) (N=21) (N=17)
Height (m) n 41 30 24 17 21 17
Mean (SD) 1.698 (0.0492) 1.585 (0.0439) 1.719 (0.0728) 1.571 (0.0646) 1.707 (0.0454) 1.586 (0.0563)
Median 1.700 1.580 1.715 1.560 1.700 1.590
Min, Max 1.58, 1.84 1.52,1.72 1.58, 1.88 1.47,1.72 1.64, 1.80 1.50,1.73
BMI (kg/m?) n 41 30 24 17 21 17
Mean (SD) 23.55(3.181) 22.01 (2.392) 22.90 (2.984) 21.97 (2.688) 23.07 (3.461) 21.98 (3.430)
Median 22.80 21.45 22.15 21.30 22.10 20.40
Min, Max 18.9, 32.7 18.7,27.9 19.0, 28.3 18.9, 28.4 18.7,31.8 18.5, 29.6
Underweight n (%) 0 0 0 0 0 0
Normal Weight n (%) 28 (68.3) 26 (86.7) 16 (66.7) 15 (88.2) 16 (76.2) 14 (82.4)
Overweight n (%) 12 (29.3) 4 (13.3) 8 (33.3) 2(11.8) 4 (19.0) 3(17.6)
Obese n (%) 1(2.4) 0 0 0 1(4.8) 0

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 24 of 44
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 3

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=41) (N=30) (N=24) (N=17) (N=21) (N=17)
Waist circumference (cm) n 41 30 24 17 21 17
Mean (SD) 94.5(29.97) 77.7(8.35) 100.1(37.00) 78.2(7.13) 93.2(30.91) 76.2(7.97)
Median 85.0 76.5 85.5 77.0 80.0 76.0
Min, Max 69, 174 65, 95 72,172 64, 90 68, 167 66, 94
Cigarette consumption
10-19 Cig/Day n (%) 20 (48.8) 16 (53.3) 13 (54.2) 10 (58.8) 11 (52.4) 9 (52.9)
>19 Cig/Day n (%) 21 (51.2) 14 (46.7) 11 (45.8) 7 (41.2) 10 (47.6) 8 (47.1)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 3

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=41) (N=30) (N=24) (N=17) (N=21) (N=17)
ISO tar yields n 41 30 24 17 21 17
Mean (SD) 6.2 (3.35) 3.5 (3.20) 6.5 (3.72) 2.6 (2.74) 5.7 (4.08) 3.3(3.28)
Median 6.0 1.0 8.0 1.0 6.0 1.0
Min, Max 1, 12 1, 12 1,12 1,8 1,12 1,8
1-5 mg n (%) 19 (46.3) 22 (73.3) 8(33.3) 14 (82.4) 10 (47.6) 12 (70.6)
6-8 mg n (%) 13 (31.7) 7 (23.3) 10 (41.7) 3(17.6) 6 (28.6) 5 (29.4)
9-10 mg n (%) 6 (14.6) 0 4 (16.7) 0 2 (9.5) 0
>10 mg n (%) 3(7.3) 1(3.3) 2(8.3) 0 3(14.3) 0
ISO nicotine yields n 41 30 24 17 21 17
Mean (SD) 0.49 (0.253) 0.29 (0.244) 0.50 (0.265) 0.24 (0.224) 0.46 (0.295) 0.29 (0.272)
Median 0.50 0.10 0.60 0.10 0.50 0.10
Min, Max 0.1,1.0 0.1,0.8 0.1,0.9 0.1,0.7 0.1,0.9 0.1,0.7
<= 0.6 mg n (%) 30 (73.2) 27 (90.0) 15 (62.5) 16 (94.1) 16 (76.2) 13 (76.5)
> 0.6 mg n (%) 11 (26.8) 3(10.0) 9 (37.5) 1(5.9) 5 (23.8) 4 (23.5)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 3

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=41) (N=30) (N=24) (N=17) (N=21) (N=17)
FTND score n 41 30 24 17 20 17
Mean (SD) 4.2 (1.87) 4.5 (1.80) 4.3 (1.76) 4.4 (1.97) 4.5 (1.80) 5.0 (2.50)
Median 4.0 4.0 4.0 4.0 5.0 5.0
Min, Max 1,9 1,8 1,7 2,8 0,7 0,9
Mild n (%) 17 (41.5) 9 (30.0) 10 (41.7) 7 (41.2) 4 (19.0) 4 (23.5)
Moderate n (%) 21 (51.2) 18 (60.0) 10 (41.7) 7 (41.2) 14 (66.7) 7 (41.2)
Severe n (%) 3(7.3) 3(10.0) 4 (16.7) 3(17.6) 2 (9.5) 6 (35.3)
Individual product preference
THSmM2.2 n (%) 10 (24.4) 6 (20.0) 5 (20.8) 5 (29.4) 2(9.5) 4 (23.5)
mCC n (%) 24 (58.5) 14 (46.7) 13 (54.2) 6 (35.3) 13 (61.9) 10 (58.8)
SA n (%) 2(4.9) 5(16.7) 1(4.2) 3(17.6) 3(14.3) 2(11.8)
No Preference n (%) 5(12.2) 5 (16.7) 5 (20.8) 3(17.6) 3(14.3) 1(5.9)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 3

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=41) (N=30) (N=24) (N=17) (N=21) (N=17)
Day 4 SES Questionnaire
Q1: Total number living in household
(including yourself)?
0 n (%) 1(2.4) 0 0 0 0 0
1 n (%) 20 (48.8) 14 (46.7) 9(37.5) 3(17.6) 9 (42.9) 3(17.6)
2 n (%) 5(12.2) 6 (20.0) 2(8.3) 5(29.4) 7 (33.3) 6 (35.3)
3 n (%) 4(9.8) 4 (13.3) 3(12.5) 5(29.4) 3(14.3) 4 (23.5)
4 n (%) 5(12.2) 3(10.0) 5(20.8) 2 (11.8) 1(4.8) 3(17.6)
5 n (%) 1(2.4) 2(6.7) 2(8.3) 0 1(4.8) 0
6 n (%) 0 0 0 1(5.9) 0 0
Prefer Not to Say n (%) 5(12.2) 1(3.3) 3(12.5) 1(5.9 0 1(5.9

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 3

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=41) (N=30) (N=24) (N=17) (N=21) (N=17)
Q2: Highest level education attained /
currently attaining?
Elementary School / Junior High n (%) 0 0 0 1(5.9) 0 1(5.9)
School
Senior High School n (%) 10 (24.4) 9 (30.0) 7(29.2) 3(17.6) 7 (33.3) 7 (41.2)
College n (%) 9 (22.0) 11 (36.7) 3(12.5) 4 (23.5) 1(4.8) 6 (35.3)
University / Postgraduate n (%) 20 (48.8) 7 (23.3) 12 (50.0) 6 (35.3) 12 (57.1) 3(17.6)
Prefer Not to Say n (%) 2 (4.9 3(10.0) 2(8.3) 3(17.6) 1(4.8) 0
Q3: How many income earners in
household?
None - All Are Unemployed n (%) 2(4.9) 2 (6.7) 1(4.2) 0 2 (9.5) 2(11.8)
Just One Income Earner n (%) 27 (65.9) 15 (50.0) 13 (54.2) 7 (41.2) 10 (47.6) 8(47.1)
Two or More Income Earners n (%) 12 (29.3) 13 (43.3) 10 (41.7) 10 (58.8) 9 (42.9) 7 (41.2)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 3

THSmM?2.2 mCC SA
Males Females Males Females Males Females

Variable Statistic (N=41) (N=30) (N=24) (N=17) (N=21) (N=17)
Q4: What is your occupation?

General White Collar n (%) 2(4.9) 6 (20.0) 2(8.3) 4 (23.5) 1(4.8) 1(5.9)

Professional/Technical Worker  n (%) 2(4.9) 3 (10.0) 4(16.7) 1(5.9 1(4.8) 1(5.9

General Blue Collar n (%) 1(2.4) 0 0 0 2 (9.5 0

Working In Service Industry n (%) 3(7.3) 4 (13.3) 1(4.2) 2 (11.8) 0 1(5.9

Manager (Kacho or Above) n (%) 1(2.4) 0 1(4.2) 0 0 0

Director/President (30 Employees n (%) 0 0 1(4.2) 0 1(4.8) 0

or More)

Proprietor (29 Employees or n (%) 8 (19.5) 0 4(16.7) 0 5 (23.8) 0

Less)

Professional/Technical Worker  n (%) 1(2.4) 0 0 0 0 0

(Lawyer, Accountant, Professor

Etc)

Farming/Forestry/Fishing n (%) 1(2.4) 0 0 0 0 0

Part-Time Worker (More Than n (%) 10 (24.4) 9 (30.0) 5(20.8) 2 (11.8) 2(9.5) 8(47.1)

One Day Per Week)

Student n (%) 5(12.2) 1(3.3) 1(4.2) 1(5.9) 1(4.8) 1(5.9)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 3

THSM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=41) (N=30) (N=24) (N=17) (N=21) (N=17)
Housewife (Including Part-Time  n (%) 0 1(3.3) 0 4 (23.5) 0 0
Less Than One Day Per Week)
Unemployed n (%) 0 1(3.3) 1(4.2) 0 2 (9.5 4 (23.5)
Others n (%) 6 (14.6) 4 (13.3) 3(12.5) 3(17.6) 5(23.8) 0
Missing n (%) 1(2.4) 13.3) 1(4.2) 0 1(4.8) 1(5.9)
Q5a: What is approximate
MONTHLY household income from
all sources before tax?
Don't Know n (%) 0 7 (23.3) 3(12.5) 3(17.6) 1(4.8) 3(17.6)
Prefer Not to Say n (%) 5(12.2) 6 (20.0) 6 (25.0) 5 (29.4) 1(4.8) 2(11.8)
Missing n (%) 1(2.4) 2(6.7) 1(4.2) 0 2(9.5) 2 (11.8)
Any Amount Reported n (%) 35 (85.4) 15 (50.0) 14 (58.3) 9 (52.9) 17 (81.0) 10 (58.8)
Below 100,000 Yen n (%) 2 (4.9 0 0 0 0 0
100,000 Yen - 199,999 Yen  n (%) 8 (19.5) 4 (13.3) 3(12.5) 1(5.9) 2(9.5) 3(17.6)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Period 3
THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=41) (N=30) (N=24) (N=17) (N=21) (N=17)
200,000 Yen - 299,999 Yen  n (%) 9 (22.0) 4(13.3) 3(12.5) 1(5.9) 5 (23.8) 2 (11.8)
300,000 Yen - 399,999 Yen  n (%) 5(12.2) 3(10.0) 3(12.5) 1(5.9) 2 (9.5) 1(5.9)
400,000 Yen - 499,999 Yen  n (%) 1(2.4) 2 (6.7) 1(4.2) 2 (11.8) 2 (9.5) 1(5.9)
500,000 Yen - 599,999 Yen  n (%) 5(12.2) 1(3.3) 0 1(5.9) 3(14.3) 2 (11.8)
600,000 Yen - 699,999 Yen  n (%) 0 0 2(8.3) 0 1(4.8) 0
700,000 Yen - 799,999 Yen  n (%) 0 0 0 1 (5.9) 0 0
800,000 Yen - 899,999 Yen  n (%) 1(2.4) 0 1(4.2) 0 1 (4.8) 0
900,000 Yen - 999,999 Yen  n (%) 1(2.4) 0 0 0 0 0
1,000,000 Yen - or Above n (%) 3(7.3) 1(3.3) 1(4.2) 2 (11.8) 1(4.8) 1(5.9)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Period 4 (]Day 60 Visit — Day 90 Visit]).

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11

Study ID:ZRHM-REXA-07-JP
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 3

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=41) (N=30) (N=24) (N=17) (N=21) (N=17)
Replied "Don't Know" or "Prefer not n (%) 5 13 9 8 2 5
to Say" to 5a
Q5b: (For those who answered "Don't
know" or "Prefer not to say" to 5a)
Would MONTHLY household income
be over or under 800,000 yen?
Don't Know n (%) 0 3(10.0) 1(4.2) 2 (11.8) 0 2 (11.8)
Prefer Not to Say n (%) 2 (4.9 6 (20.0) 4 (16.7) 4 (23.5) 1(4.8) 1(5.9)
Any Amount Reported n (%) 3(7.3) 4(13.3) 4 (16.7) 2 (11.8) 1(4.8) 2 (11.8)
Under 800,000yen n (%) 2(4.9) 3(10.0) 3(12.5) 2(11.8) 1(4.8) 1(5.9
800,000yen or More n (%) 1(2.4) 1(3.3) 1(4.2) 0 0 1(5.9

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 4

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=39) (N=31) (N=24) (N=17) (N=21) (N=16)
Age (years) n 39 31 24 17 21 16
Mean (SD) 35.9(10.67) 40.1(10.40) 36.0(11.12) 40.2(11.02) 38.5(9.22) 36.9 (10.99)
Median 35.0 42.0 315 39.0 40.0 36.5
Min, Max 23, 65 23, 56 23, 56 23, 64 24,55 23, 54
Ethnicity
Japanese n (%) 39 (100) 31 (100) 24 (100) 17 (100) 21 (100) 16 (100)
Non-Japanese n (%) 0 0 0 0 0 0
Weight (kg) n 39 31 24 17 21 16
Mean (SD)  68.10 (10.335) 55.13(7.142) 67.50 (8.435) 54.26 (7.530) 67.08 (9.772) 55.88 (9.367)
Median 65.70 55.20 67.05 51.50 65.90 53.15
Min, Max 52.1,97.8 45.1, 75.0 51.8,84.4 43.4,67.4 53.9,91.8 43.7,74.8

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 4

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=39) (N=31) (N=24) (N=17) (N=21) (N=16)
Height (m) n 39 31 24 17 21 16
Mean (SD) 1.703 (0.0550) 1.585 (0.0442) 1.719 (0.0728) 1.571 (0.0646) 1.707 (0.0454) 1.586 (0.0581)
Median 1.700 1.580 1.715 1.560 1.700 1.590
Min, Max 1.58,1.84 1.52,1.72 1.58,1.88 1.47,1.72 1.64,1.80 1.50,1.73
BMI (kg/m?) n 39 31 24 17 21 16
Mean (SD) 23.45(3.204) 21.90 (2.397) 22.90 (2.984) 21.97 (2.688) 23.07 (3.461) 22.19 (3.420)
Median 22.80 21.30 22.15 21.30 22.10 20.60
Min, Max 18.9, 32.7 18.7,27.9 19.0, 28.3 18.9,28.4 18.7,31.8 18.9, 29.6
Underweight n (%) 0 0 0 0 0 0
Normal Weight n (%) 28 (71.8) 27 (87.1) 16 (66.7) 15 (88.2) 16 (76.2) 13 (81.3)
Overweight n (%) 10 (25.6) 4 (12.9) 8 (33.3) 2(11.8) 4 (19.0) 3(18.8)
Obese n (%) 1(2.6) 0 0 0 1(4.8) 0

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 35 of 44



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 116 of 3281

Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 4

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=39) (N=31) (N=24) (N=17) (N=21) (N=16)
Waist circumference (cm) n 39 31 24 17 21 16
Mean (SD) 95.0 (30.59) 77.0(8.36) 100.1(37.00) 78.2(7.13) 93.2(30.91) 76.4(8.15)
Median 85.0 76.0 85.5 77.0 80.0 76.0
Min, Max 69, 174 65, 95 72,172 64, 90 68, 167 66, 94
Cigarette consumption
10-19 Cig/Day n (%) 19 (48.7) 17 (54.8) 13 (54.2) 10 (58.8) 11 (52.4) 9 (56.3)
>19 Cig/Day n (%) 20 (51.3) 14 (45.2) 11 (45.8) 7 (41.2) 10 (47.6) 7 (43.8)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040301-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 36 of 44



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 117 of 3281

Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 4

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=39) (N=31) (N=24) (N=17) (N=21) (N=16)
ISO tar yields n 39 31 24 17 21 16
Mean (SD) 6.3 (3.30) 3.2 (3.09) 6.5 (3.72) 2.6 (2.74) 5.7 (4.08) 3.0 (3.15)
Median 6.0 1.0 8.0 1.0 6.0 1.0
Min, Max 1, 12 1, 12 1,12 1,8 1,12 1,8
1-5 mg n (%) 18 (46.2) 24 (77.4) 8(33.3) 14 (82.4) 10 (47.6) 12 (75.0)
6-8 mg n (%) 13 (33.3) 6 (19.4) 10 (41.7) 3(17.6) 6 (28.6) 4 (25.0)
9-10 mg n (%) 5 (12.8) 0 4 (16.7) 0 2 (9.5) 0
>10 mg n (%) 3(7.7) 1(3.2) 2(8.3) 0 3(14.3) 0
ISO nicotine yields n 39 31 24 17 21 16
Mean (SD) 0.48 (0.235) 0.27 (0.232) 0.50 (0.265) 0.24 (0.224) 0.46 (0.295) 0.26 (0.258)
Median 0.50 0.10 0.60 0.10 0.50 0.10
Min, Max 0.1,1.0 0.1,0.8 0.1,0.9 0.1,0.7 0.1,0.9 0.1,0.7
<= 0.6 mg n (%) 30 (76.9) 29 (93.5) 15 (62.5) 16 (94.1) 16 (76.2) 13 (81.3)
> 0.6 mg n (%) 9 (23.1) 2 (6.5) 9 (37.5) 1(5.9) 5 (23.8) 3(18.8)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 4

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=39) (N=31) (N=24) (N=17) (N=21) (N=16)
FTND score n 39 31 24 17 20 16
Mean (SD) 4.1 (1.74) 4.5 (1.85) 4.3 (1.76) 4.4 (1.97) 4.5 (1.80) 4.9 (2.53)
Median 4.0 4.0 4.0 4.0 5.0 5.0
Min, Max 1,8 1,8 1,7 2,8 0,7 0,9
Mild n (%) 16 (41.0) 10 (32.3) 10 (41.7) 7 (41.2) 4 (19.0) 4 (25.0)
Moderate n (%) 21 (53.8) 17 (54.8) 10 (41.7) 7 (41.2) 14 (66.7) 7 (43.8)
Severe n (%) 2(5.1) 4 (12.9) 4 (16.7) 3(17.6) 2 (9.5) 5 (31.3)
Individual product preference
THSmM2.2 n (%) 10 (25.6) 6 (19.4) 5 (20.8) 5 (29.4) 2(9.5) 3(18.8)
mCC n (%) 23 (59.0) 13 (41.9) 13 (54.2) 6 (35.3) 13 (61.9) 10 (62.5)
SA n (%) 1(2.6) 6 (19.4) 1(4.2) 3(17.6) 3(14.3) 2 (12.5)
No Preference n (%) 5 (12.8) 6 (19.4) 5 (20.8) 3(17.6) 3(14.3) 1 (6.3)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 4

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=39) (N=31) (N=24) (N=17) (N=21) (N=16)
Day 4 SES Questionnaire
Q1: Total number living in household
(including yourself)?
0 n (%) 1(2.6) 0 0 0 0 0
1 n (%) 20 (51.3) 14 (45.2) 9(37.5) 3(17.6) 9 (42.9) 3(18.8)
2 n (%) 4 (10.3) 6 (19.4) 2(8.3) 5(29.4) 7 (33.3) 6 (37.5)
3 n (%) 4 (10.3) 4 (12.9) 3(12.5) 5(29.4) 3(14.3) 3(18.8)
4 n (%) 5(12.8) 4(12.9) 5(20.8) 2 (11.8) 1(4.8) 3(18.8)
5 n (%) 1(2.6) 2 (6.5) 2(8.3) 0 1(4.8) 0
6 n (%) 0 0 0 1(5.9) 0 0
Prefer Not to Say n (%) 4 (10.3) 1(3.2) 3(12.5) 1(5.9 0 1(6.3)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 4

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=39) (N=31) (N=24) (N=17) (N=21) (N=16)
Q2: Highest level education attained /
currently attaining?
Elementary School / Junior High n (%) 0 0 0 1(5.9) 0 1(6.3)
School
Senior High School n (%) 10 (25.6) 9 (29.0) 7(29.2) 3(17.6) 7 (33.3) 7 (43.8)
College n (%) 8 (20.5) 10 (32.3) 3(12.5) 4 (23.5) 1(4.8) 6 (37.5)
University / Postgraduate n (%) 19 (48.7) 9 (29.0) 12 (50.0) 6 (35.3) 12 (57.1) 2 (12.5)
Prefer Not to Say n (%) 2(5.1) 3(9.7) 2(8.3) 3(17.6) 1(4.8) 0
Q3: How many income earners in
household?
None - All Are Unemployed n (%) 2(5.1) 2 (6.5) 1(4.2) 0 2 (9.5) 2 (12.5)
Just One Income Earner n (%) 25 (64.1) 16 (51.6) 13 (54.2) 7 (41.2) 10 (47.6) 8 (50.0)
Two or More Income Earners n (%) 12 (30.8) 13 (41.9) 10 (41.7) 10 (58.8) 9 (42.9) 6 (37.5)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 4

THSmM?2.2 mCC SA
Males Females Males Females Males Females

Variable Statistic (N=39) (N=31) (N=24) (N=17) (N=21) (N=16)
Q4: What is your occupation?

General White Collar n (%) 2(5.1) 6 (19.4) 2(8.3) 4 (23.5) 1(4.8) 1(6.3)

Professional/Technical Worker  n (%) 2(5.1) 2 (6.5) 4 (16.7) 1(5.9) 1(4.8) 0

General Blue Collar n (%) 1(2.6) 0 0 0 2(9.5) 0

Working In Service Industry n (%) 3(7.7) 4 (12.9) 1(4.2) 2 (11.8) 0 1(6.3)

Manager (Kacho or Above) n (%) 1(2.6) 0 1(4.2) 0 0 0

Director/President (30 Employees n (%) 0 0 1(4.2) 0 1(4.8) 0

or More)

Proprietor (29 Employees or n (%) 7 (17.9) 0 4(16.7) 0 5 (23.8) 0

Less)

Professional/Technical Worker  n (%) 1(2.6) 0 0 0 0 0

(Lawyer, Accountant, Professor

Etc)

Farming/Forestry/Fishing n (%) 1(2.6) 0 0 0 0 0

Part-Time Worker (More Than n (%) 8 (20.5) 9 (29.0) 5(20.8) 2 (11.8) 2(9.5) 8 (50.0)

One Day Per Week)

Student n (%) 5(12.8) 2 (6.5) 1(4.2) 1(5.9) 1(4.8) 1(6.3)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 4

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=39) (N=31) (N=24) (N=17) (N=21) (N=16)
Housewife (Including Part-Time  n (%) 0 1(3.2) 0 4 (23.5) 0 0
Less Than One Day Per Week)
Unemployed n (%) 0 1(3.2) 1(4.2) 0 2 (9.5 4 (25.0)
Others n (%) 7(17.9) 5(16.1) 3(12.5) 3(17.6) 5(23.8) 0
Missing n (%) 1(2.6) 13.2) 1(4.2) 0 1(4.8) 1(6.3)
Q5a: What is approximate
MONTHLY household income from
all sources before tax?
Don't Know n (%) 0 6 (19.4) 3(12.5) 3(17.6) 1(4.8) 2 (12.5)
Prefer Not to Say n (%) 5(12.8) 8 (25.8) 6 (25.0) 5 (29.4) 1(4.8) 2 (12.5)
Missing n (%) 1(2.6) 2 (6.5) 1(4.2) 0 2(9.5) 2 (12.5)
Any Amount Reported n (%) 33 (84.6) 15 (48.4) 14 (58.3) 9 (52.9) 17 (81.0) 10 (62.5)
Below 100,000 Yen n (%) 2(5.1) 0 0 0 0 0
100,000 Yen - 199,999 Yen  n (%) 6 (15.4) 4(12.9) 3(12.5) 1(5.9) 2(9.5) 3(18.8)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set

Period 4
THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=39) (N=31) (N=24) (N=17) (N=21) (N=16)
200,000 Yen - 299,999 Yen  n (%) 9(23.1) 4(12.9) 3(12.5) 1(5.9) 5 (23.8) 2 (12.5)
300,000 Yen - 399,999 Yen  n (%) 5 (12.8) 3(9.7) 3(12.5) 1(5.9) 2 (9.5) 1(6.3)
400,000 Yen - 499,999 Yen  n (%) 1(2.6) 2 (6.5) 1(4.2) 2 (11.8) 2 (9.5) 1(6.3)
500,000 Yen - 599,999 Yen  n (%) 5 (12.8) 1(3.2) 0 1(5.9) 3(14.3) 2 (12.5)
600,000 Yen - 699,999 Yen  n (%) 0 0 2(8.3) 0 1(4.8) 0
700,000 Yen - 799,999 Yen  n (%) 0 0 0 1 (5.9) 0 0
800,000 Yen - 899,999 Yen  n (%) 1(2.6) 0 1(4.2) 0 1 (4.8) 0
900,000 Yen - 999,999 Yen  n (%) 1(2.6) 0 0 0 0 0
1,000,000 Yen - or Above n (%) 3(7.7) 1(3.2) 1(4.2) 2 (11.8) 1(4.8) 1(6.3)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Period 4 (]Day 60 Visit — Day 90 Visit]).

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.1 Summary of Demographics and Other Baseline Characteristics by Sex - PP Set
Period 4

THSmM?2.2 mCC SA
Males Females Males Females Males Females
Variable Statistic (N=39) (N=31) (N=24) (N=17) (N=21) (N=16)
Replied "Don't Know" or "Prefer not n (%) 5 14 9 8 2 4
to Say" to 5a
Q5b: (For those who answered "Don't
know" or "Prefer not to say" to 5a)
Would MONTHLY household income
be over or under 800,000 yen?
Don't Know n (%) 0 2 (6.5) 1(4.2) 2 (11.8) 0 1(6.3)
Prefer Not to Say n (%) 2(5.1) 8 (25.8) 4 (16.7) 4 (23.5) 1(4.8) 1(6.3)
Any Amount Reported n (%) 3(7.7) 4(12.9) 4 (16.7) 2 (11.8) 1(4.8) 2 (12.5)
Under 800,000yen n (%) 2(5.1) 3(9.7) 3(12.5) 2(11.8) 1(4.8) 1(6.3)
800,000yen or More n (%) 1(2.6) 1(3.2) 1(4.2) 0 0 1(6.3)

Note: The Overall PP Set refers to all subjects in the Per Protocol 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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 1
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=39) (N=37) (N=23) (N=19) (N=20) (N=19)
Sex
Male n (%) 21 (53.8) 22 (59.5) 13 (56.5) 12 (63.2) 11 (55.0) 11 (57.9)
Female n (%) 18 (46.2) 15 (40.5) 10 (43.5) 7 (36.8) 9 (45.0) 8 (42.1)
Age (years) n 39 37 23 19 20 19
Mean (SD) 35.6(10.03) 38.8(11.25) 38.6(11.92) 35.9(10.46) 37.6(8.86)  37.2(11.00)
Median 36.0 39.0 39.0 32.0 38.5 32.0
Min, Max 23, 56 23,65 23,64 23,55 23,54 24,55
Ethnicity
Japanese n (%) 39 (100) 37 (100) 23 (100) 19 (100) 20 (100) 19 (100)
Non-Japanese n (%) 0 0 0 0 0 0

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 = Fagerstréom Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 1
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=39) (N=37) (N=23) (N=19) (N=20) (N=19)
Weight (kg) n 39 37 23 19 20 19
Mean (SD) 61.91 (9.860) 63.34 (11.869) 62.37 (11.565) 61.53 (8.626) 61.14 (9.331) 62.25 (12.841)
Median 61.30 62.10 64.30 61.10 61.25 58.90
Min, Max 46.5, 88.3 45.1, 97.8 43.4,84.4 48.9, 79.7 43.7,79.4 46.7,91.8
Height (m) n 39 37 23 19 20 19
Mean (SD) 1.655 (0.0726) 1.651 (0.0785) 1.658 (0.1078) 1.664 (0.0956) 1.655 (0.0863) 1.650 (0.0692)
Median 1.660 1.650 1.660 1.680 1.660 1.650
Min, Max 1.52,1.78 1.52,1.84 1.47,1.88 1.50, 1.84 1.50, 1.80 1.53,1.79

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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 1
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=39) (N=37) (N=23) (N=19) (N=20) (N=19)
BMI (kg/m?) n 39 37 23 19 20 19
Mean (SD) 22.52 (2.711) 23.11(3.105) 22.57 (2.764) 22.27 (3.073) 22.34(3.217) 22.74 (3.682)
Median 22.00 22.60 22.00 21.10 21.60 21.30
Min, Max 18.9, 29.8 18.7, 32.7 19.0, 28.0 18.9,28.4 18.7,29.5 18.5, 31.8
Underweight n (%) 0 0 0 0 0 0
Normal Weight n (%) 32(82.1) 27 (73.0) 17 (73.9) 15 (78.9) 17 (85.0) 14 (73.7)
Overweight n (%) 7 (17.9) 9 (24.3) 6 (26.1) 4(21.1) 3 (15.0) 4(21.1)
Obese n (%) 0 1(2.7) 0 0 0 1(5.3)
Waist circumference (cm) n 39 37 23 19 20 19
Mean (SD) 88.9 (29.33) 84.6(17.01) 92.4(31.14) 88.5(29.66) 90.1(32.87)  80.3(9.13)
Median 80.0 83.0 81.0 78.0 76.5 79.0
Min, Max 65, 174 67, 166 64,171 70,172 66, 167 67, 95

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 1
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=39) (N=37) (N=23) (N=19) (N=20) (N=19)
ISO tar yields n 39 37 23 19 20 19
Mean (SD) 4.8 (3.51) 5.0 (3.57) 4.2 (3.85) 5.8 (3.62) 3.9 (3.56) 5.6 (4.11)
Median 5.0 5.0 1.0 7.0 1.0 6.0
Min, Max 1,12 1,12 1,12 1,10 1,10 1,12
1-5 mg n (%) 25 (64.1) 20 (54.1) 15 (65.2) 7 (36.8) 13 (65.0) 9 (47.4)
6-8 mg n (%) 9 (23.1) 12 (32.4) 6 (26.1) 8 (42.1) 5 (25.0) 7 (36.8)
9-10 mg n (%) 2 (5.1) 4(10.8) 0 4(21.1) 2 (10.0) 0
>10 mg n (%) 3(7.7) 1(2.7) 2 (8.7) 0 0 3(15.8)
ISO nicotine yields n 39 37 23 19 20 19
Mean (SD) 0.39 (0.258) 0.41(0.275) 0.34(0.285) 0.46 (0.262) 0.32(0.270)  0.46 (0.310)
Median 0.40 0.40 0.10 0.60 0.10 0.50
Min, Max 0.1,1.0 0.1,1.0 0.1,0.9 0.1,0.7 0.1,0.7 0.1,0.9
<=0.6 mg n (%) 34 (87.2) 28 (75.7) 19 (82.6) 13 (68.4) 16 (80.0) 13 (68.4)
> 0.6 mg n (%) 5 (12.8) 9 (24.3) 4(17.4) 6 (31.6) 4 (20.0) 6 (31.6)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 4 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 1
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=39) (N=37) (N=23) (N=19) (N=20) (N=19)
FTND score n 39 37 23 19 20 18
Mean (SD) 3.6 (1.70) 5.1 (1.57) 3.7 (1.53) 5.1 (1.83) 3.8 (2.22) 5.8 (1.40)
Median 3.0 5.0 3.0 5.0 4.0 6.0
Min, Max 1,8 2,9 1,7 2,8 0,8 4,9
Mild n (%) 22 (56.4) 5 (13.5) 13 (56.5) 4(21.1) 8 (40.0) 0
Moderate n (%) 16 (41.0) 26 (70.3) 9 (39.1) 9 (47.4) 10 (50.0) 12 (63.2)
Severe n (%) 1(2.6) 6 (16.2) 1(4.3) 6 (31.6) 2 (10.0) 6 (31.6)
Individual product preference
THSmM2.2 n (%) 9 (23.1) 8 (21.6) 5 (21.7) 5 (26.3) 3 (15.0) 3(15.8)
mCC n (%) 19 (48.7) 20 (54.1) 11 (47.8) 9 (47.4) 11 (55.0) 13 (68.4)
SA n (%) 5 (12.8) 4 (10.8) 2 (8.7) 2 (10.5) 4 (20.0) 1(5.3)
No Preference n (%) 6 (15.4) 5 (13.5) 5(21.7) 3(15.8) 2 (10.0) 2 (10.5)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11

Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 5 of 48



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 130 of 3281

Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 1
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=39) (N=37) (N=23) (N=19) (N=20) (N=19)
Day 4 SES Questionnaire
Q1: Total number living in household
(including yourself)?
0 n (%) 0 1(2.7) 0 0 0 0
1 n (%) 20 (51.3) 15 (40.5) 5(21.7) 7 (36.8) 7 (35.0) 5 (26.3)
2 n (%) 6 (15.4) 7 (18.9) 3(13.0) 4(21.1) 7 (35.0) 6 (31.6)
3 n (%) 2(5.1) 6 (16.2) 8 (34.8) 0 4 (20.0) 4(21.1)
4 n (%) 5 (12.8) 4 (10.8) 5 (21.7) 2 (10.5) 2 (10.0) 2 (10.5)
5 n (%) 3(7.7) 0 1(4.3) 1(5.3) 0 1(5.3)
6 n (%) 1(2.6) 0 0 1(5.3) 0 0
Prefer Not to Say n (%) 2 (5.1) 4 (10.8) 1(4.3) 3(15.8) 0 1(5.3)
Missing n (%) 0 0 0 1(5.3) 0 0

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 1
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=39) (N=37) (N=23) (N=19) (N=20) (N=19)
Q2: Highest level education attained
/ currently attaining?
Elementary School / Junior High n (%) 0 0 0 1(5.3) 0 2 (10.5)
School
Senior High School n (%) 12 (30.8) 7 (18.9) 4 (17.4) 6 (31.6) 6 (30.0) 8 (42.1)
College n (%) 10 (25.6) 12 (32.4) 5(21.7) 2 (10.5) 4 (20.0) 3(15.8)
University / Postgraduate n (%) 15 (38.5) 15 (40.5) 11 (47.8) 7 (36.8) 9 (45.0) 6 (31.6)
Prefer Not to Say n (%) 2(5.1) 3(8.1) 3 (13.0) 2 (10.5) 1(5.0) 0
Missing n (%) 0 0 0 1(5.3) 0 0

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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 1
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=39) (N=37) (N=23) (N=19) (N=20) (N=19)
Q3: How many income earners in
household?
None - All Are Unemployed n (%) 3(7.7) 1(2.7) 1(4.3) 0 2 (10.0) 2 (10.5)
Just One Income Earner n (%) 22 (56.4) 23 (62.2) 9 (39.1) 11 (57.9) 10 (50.0) 8 (42.1)
Two or More Income Earners n (%) 14 (35.9) 13 (35.1) 13 (56.5) 7 (36.8) 8 (40.0) 9(47.4)
Missing n (%) 0 0 0 1(5.3) 0 0

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 8 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 1
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=39) (N=37) (N=23) (N=19) (N=20) (N=19)
Q4: What is your occupation?
General White Collar n (%) 5(12.8) 3(8.1) 3(13.0) 3 (15.8) 1(5.0) 1(5.3)
Professional/Technical Worker  n (%) 0 5(13.5) 2(8.7) 3 (15.8) 0 2 (10.5)
General Blue Collar n (%) 0 1(2.7) 0 0 2 (10.0) 0
Working In Service Industry n (%) 3(7.7) 4 (10.8) 0 3 (15.8) 0 1(5.3)
Manager (Kacho or Above) n (%) 0 1(2.7) 1(4.3) 0 0 0
Director/President (30 Employeesn (%) 0 0 0 1(5.3) 0 1(5.3)
or More)
Proprietor (29 Employees or n (%) 4 (10.3) 4 (10.8) 2(8.7) 2 (10.5) 2 (10.0) 3(15.8)
Less)
Professional/Technical Worker  n (%) 0 1(2.7) 0 0 0 0
(Lawyer, Accountant, Professor
Etc)
Farming/Forestry/Fishing n (%) 1(2.6) 0 0 0 0 0

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 9 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 1
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=39) (N=37) (N=23) (N=19) (N=20) (N=19)
Part-Time Worker (More Than  n (%) 13 (33.3) 7 (18.9) 4 (17.4) 3(15.8) 7 (35.0) 3(15.8)
One Day Per Week)
Student n (%) 4 (10.3) 3(8.1) 2(8.7) 0 2 (10.0) 0
Housewife (Including Part-Time n (%) 1(2.6) 0 4 (17.4) 0 0 0
Less Than One Day Per Week)
Unemployed n (%) 0 1(2.7) 1(4.3) 0 2 (10.0) 5 (26.3)
Others n (%) 6 (15.4) 7 (18.9) 3(13.0) 3(15.8) 3(15.0) 2 (10.5)
Missing n (%) 2 (5.1) 0 1(4.3) 1(5.3) 1 (5.0) 1(5.3)
Q5a: What is approximate
MONTHLY household income from
all sources before tax?
Don't Know n (%) 5 (12.8) 3(8.1) 6 (26.1) 0 1 (5.0) 4 (21.1)
Prefer Not to Say n (%) 5 (12.8) 8 (21.6) 2(8.7) 9 (47.4) 2 (10.0) 1(5.3)
Missing n (%) 3(7.7) 0 1(4.3) 1(5.3) 2 (10.0) 2 (10.5)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 10 of 48



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 135 of 3281

Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 1
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=39) (N=37) (N=23) (N=19) (N=20) (N=19)
Any Amount Reported n (%) 26 (66.7) 26 (70.3) 14 (60.9) 9 (47.4) 15 (75.0) 12 (63.2)

Below 100,000 Yen n (%) 1(2.6) 1(2.7) 0 0 0 0
100,000 Yen - 199,999 Yen n (%) 5 (12.8) 7 (18.9) 2(8.7) 2 (10.5) 3 (15.0) 2 (10.5)
200,000 Yen - 299,999 Yen n (%) 7 (17.9) 8 (21.6) 1(4.3) 3(15.8) 6 (30.0) 1(5.3)
300,000 Yen - 399,999 Yen n (%) 4(10.3) 4(10.8) 3 (13.0) 1(5.3) 2 (10.0) 1(5.3)
400,000 Yen - 499,999 Yen  n (%) 2 (5.1) 1(2.7) 1(4.3) 2 (10.5) 0 3(15.8)
500,000 Yen - 599,999 Yen n (%) 3(7.7) 3(8.1) 1(4.3) 0 1 (5.0) 4(21.1)
600,000 Yen - 699,999 Yen n (%) 0 0 2 (8.7) 0 1 (5.0) 0
700,000 Yen - 799,999 Yen  n (%) 0 0 1(4.3) 0 0 0
800,000 Yen - 899,999 Yen n (%) 1(2.6) 0 1(4.3) 0 1 (5.0) 0
900,000 Yen - 999,999 Yen n (%) 1(2.6) 0 0 0 0 0
1,000,000 Yen - or Above  n (%) 2 (5.1) 2 (5.4) 2 (8.7) 1(5.3) 1 (5.0) 1(5.3)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 1
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=39) (N=37) (N=23) (N=19) (N=20) (N=19)
Replied "Don't Know" or "Prefer not n (%) 10 11 8 9 3 5
to Say" to 5a
Q5b: (For those who answered
"Don't know" or "Prefer not to say" to
5a) Would MONTHLY household
income be over or under 800,000
yen?
Don't Know n (%) 2(5.1) 2(5.4) 3(13.0) 0 0 3(15.8)
Prefer Not to Say n (%) 4 (10.3) 6 (16.2) 1(4.3) 7 (36.8) 1(5.0) 1(5.3)
Any Amount Reported n (%) 4 (10.3) 3(8.1) 4 (17.4) 2 (10.5) 2 (10.0) 1(5.3)
Under 800,000yen n (%) 3(7.7) 2 (5.4) 4 (17.4) 1(5.3) 1 (5.0) 1(5.3)
800,000yen or More n (%) 1(2.6) 1(2.7) 0 1(5.3) 1 (5.0) 0

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 12 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 2
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=38) (N=36) (N=23) (N=18) (N=20) (N=19)
Sex
Male n (%) 21 (55.3) 21 (58.3) 13 (56.5) 11 (61.1) 11 (55.0) 11 (57.9)
Female n (%) 17 (44.7) 15 (41.7) 10 (43.5) 7 (38.9) 9 (45.0) 8 (42.1)
Age (years) n 38 36 23 18 20 19
Mean (SD) 35.6 (10.16) 39.2(11.20) 38.6 (11.92) 36.6(10.27) 37.6(8.86)  37.2 (11.00)
Median 36.5 39.0 39.0 35.5 38.5 32.0
Min, Max 23, 56 23,65 23,64 23,55 23,54 24,55
Ethnicity
Japanese n (%) 38 (100) 36 (100) 23 (100) 18 (100) 20 (100) 19 (100)
Non-Japanese n (%) 0 0 0 0 0 0

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 2
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=38) (N=36) (N=23) (N=18) (N=20) (N=19)
Weight (kg) n 38 36 23 18 20 19
Mean (SD) 61.93 (9.992) 63.35 (12.037) 62.37 (11.565) 61.56 (8.875) 61.14 (9.331) 62.25 (12.841)
Median 61.35 61.75 64.30 61.70 61.25 58.90
Min, Max 46.5, 88.3 45.1, 97.8 43.4,84.4 48.9, 79.7 43.7,79.4 46.7,91.8
Height (m) n 38 36 23 18 20 19
Mean (SD) 1.654 (0.0732) 1.650 (0.0795) 1.658 (0.1078) 1.657 (0.0940) 1.655 (0.0863) 1.650 (0.0692)
Median 1.660 1.645 1.660 1.660 1.660 1.650
Min, Max 1.52,1.78 1.52,1.84 1.47,1.88 1.50, 1.84 1.50, 1.80 1.53,1.79

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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 2
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=38) (N=36) (N=23) (N=18) (N=20) (N=19)
BMI (kg/m?) n 38 36 23 18 20 19
Mean (SD) 22.55 (2.739) 23.12(3.148) 22.57 (2.764) 22.44 (3.075) 22.34(3.217) 22.74 (3.682)
Median 22.00 22.55 22.00 21.25 21.60 21.30
Min, Max 18.9, 29.8 18.7, 32.7 19.0, 28.0 18.9,28.4 18.7,29.5 18.5, 31.8
Underweight n (%) 0 0 0 0 0 0
Normal Weight n (%) 31 (81.6) 26 (72.2) 17 (73.9) 14 (77.8) 17 (85.0) 14 (73.7)
Overweight n (%) 7 (18.4) 9 (25.0) 6 (26.1) 4(22.2) 3 (15.0) 4(21.1)
Obese n (%) 0 1(2.8) 0 0 0 1(5.3)
Waist circumference (cm) n 38 36 23 18 20 19
Mean (SD) 89.1(29.69) 84.8(17.20) 92.4(31.14) 89.2(30.34) 90.1(32.87)  80.3(9.13)
Median 80.0 83.0 81.0 78.0 76.5 79.0
Min, Max 65, 174 67, 166 64,171 70,172 66, 167 67, 95

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 15 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 2
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=38) (N=36) (N=23) (N=18) (N=20) (N=19)
ISO tar yields n 38 36 23 18 20 19
Mean (SD) 4.9 (3.50) 4.9 (3.58) 4.2 (3.85) 5.8 (3.72) 3.9 (3.56) 5.6 (4.11)
Median 5.0 5.0 1.0 7.5 1.0 6.0
Min, Max 1,12 1,12 1,12 1,10 1,10 1,12
1-5 mg n (%) 24 (63.2) 20 (55.6) 15 (65.2) 7 (38.9) 13 (65.0) 9 (47.4)
6-8 mg n (%) 9 (23.7) 11 (30.6) 6 (26.1) 7 (38.9) 5 (25.0) 7 (36.8)
9-10 mg n (%) 2 (5.3) 4(11.1) 0 4(22.2) 2 (10.0) 0
>10 mg n (%) 3(7.9) 1(2.8) 2 (8.7) 0 0 3(15.8)
ISO nicotine yields n 38 36 23 18 20 19
Mean (SD) 0.39 (0.257) 0.40 (0.274) 0.34(0.285) 0.46 (0.269) 0.32(0.270)  0.46 (0.310)
Median 0.40 0.40 0.10 0.60 0.10 0.50
Min, Max 0.1,1.0 0.1,1.0 0.1,0.9 0.1,0.7 0.1,0.7 0.1,0.9
<=0.6 mg n (%) 33 (86.8) 28 (77.8) 19 (82.6) 12 (66.7) 16 (80.0) 13 (68.4)
> 0.6 mg n (%) 5(13.2) 8 (22.2) 4(17.4) 6 (33.3) 4 (20.0) 6 (31.6)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 16 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 2
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=38) (N=36) (N=23) (N=18) (N=20) (N=19)
FTND score n 38 36 23 18 20 18
Mean (SD) 3.6 (1.72) 5.1 (1.59) 3.7 (1.53) 5.1 (1.88) 3.8 (2.22) 5.8 (1.40)
Median 3.0 5.0 3.0 5.0 4.0 6.0
Min, Max 1,8 2,9 1,7 2,8 0,8 4,9
Mild n (%) 22 (57.9) 5 (13.9) 13 (56.5) 4(22.2) 8 (40.0) 0
Moderate n (%) 15 (39.5) 25 (69.4) 9 (39.1) 8 (44.4) 10 (50.0) 12 (63.2)
Severe n (%) 1(2.6) 6 (16.7) 1(4.3) 6 (33.3) 2 (10.0) 6 (31.6)
Individual product preference
THSmM2.2 n (%) 9 (23.7) 8 (22.2) 5 (21.7) 5 (27.8) 3 (15.0) 3(15.8)
mCC n (%) 19 (50.0) 20 (55.6) 11 (47.8) 8 (44.4) 11 (55.0) 13 (68.4)
SA n (%) 4 (10.5) 3(8.3) 2 (8.7) 2 (11.1) 4 (20.0) 1(5.3)
No Preference n (%) 6 (15.8) 5 (13.9) 5(21.7) 3(16.7) 2 (10.0) 2 (10.5)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11

Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 17 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 2
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=38) (N=36) (N=23) (N=18) (N=20) (N=19)
Day 4 SES Questionnaire
Q1: Total number living in household
(including yourself)?
0 n (%) 0 1(2.8) 0 0 0 0
1 n (%) 20 (52.6) 15 (41.7) 5(21.7) 7 (38.9) 7 (35.0) 5 (26.3)
2 n (%) 5(13.2) 7 (19.4) 3(13.0) 4 (22.2) 7 (35.0) 6 (31.6)
3 n (%) 2(5.3) 6 (16.7) 8 (34.8) 0 4 (20.0) 4(21.1)
4 n (%) 5(13.2) 4(11.1) 5 (21.7) 2 (11.1) 2 (10.0) 2 (10.5)
5 n (%) 3(7.9) 0 1(4.3) 1 (5.6) 0 1(5.3)
6 n (%) 1(2.6) 0 0 1 (5.6) 0 0
Prefer Not to Say n (%) 2 (5.3) 3(8.3) 1(4.3) 3(16.7) 0 1(5.3)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 18 of 48



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 143 of 3281

Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 2
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=38) (N=36) (N=23) (N=18) (N=20) (N=19)
Q2: Highest level education attained
/ currently attaining?
Elementary School / Junior High n (%) 0 0 0 1(5.6) 0 2 (10.5)
School
Senior High School n (%) 12 (31.6) 7 (19.4) 4 (17.4) 6 (33.3) 6 (30.0) 8 (42.1)
College n (%) 9(23.7) 11 (30.6) 5(21.7) 2(11.1) 4 (20.0) 3(15.8)
University / Postgraduate n (%) 15 (39.5) 15 (41.7) 11 (47.8) 7 (38.9) 9 (45.0) 6 (31.6)
Prefer Not to Say n (%) 2 (5.3) 3(8.3) 3 (13.0) 2(11.2) 1(5.0) 0

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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 19 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 2
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day

Variable Statistic (N=38) (N=36) (N=23) (N=18) (N=20) (N=19)
Q3: How many income earners in
household?

None - All Are Unemployed n (%) 3(7.9) 1(2.8) 1(4.3) 0 2 (10.0) 2 (10.5)

Just One Income Earner n (%) 21 (55.3) 22 (61.1) 9 (39.1) 11 (61.1) 10 (50.0) 8 (42.1)

Two or More Income Earners n (%) 14 (36.8) 13 (36.1) 13 (56.5) 7 (38.9) 8 (40.0) 9(47.4)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 20 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 2
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=38) (N=36) (N=23) (N=18) (N=20) (N=19)
Q4: What is your occupation?
General White Collar n (%) 5(13.2) 3(8.3) 3(13.0) 3(16.7) 1(5.0) 1(5.3)
Professional/Technical Worker  n (%) 0 5(13.9) 2(8.7) 3(16.7) 0 2 (10.5)
General Blue Collar n (%) 0 1(2.8) 0 0 2 (10.0) 0
Working In Service Industry n (%) 3(7.9) 4(11.1) 0 3(16.7) 0 1(5.3)
Manager (Kacho or Above) n (%) 0 1(2.8) 1(4.3) 0 0 0
Director/President (30 Employeesn (%) 0 0 0 1(5.6) 0 1(5.3)
or More)
Proprietor (29 Employees or n (%) 4 (10.5) 4(11.1) 2(8.7) 2(11.1) 2 (10.0) 3(15.8)
Less)
Professional/Technical Worker  n (%) 0 1(2.8) 0 0 0 0
(Lawyer, Accountant, Professor
Etc)
Farming/Forestry/Fishing n (%) 1(2.6) 0 0 0 0 0

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 21 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 2
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=38) (N=36) (N=23) (N=18) (N=20) (N=19)
Part-Time Worker (More Than  n (%) 13 (34.2) 6 (16.7) 4 (17.4) 3(16.7) 7 (35.0) 3(15.8)
One Day Per Week)
Student n (%) 4 (10.5) 3(8.3) 2(8.7) 0 2 (10.0) 0
Housewife (Including Part-Time n (%) 1(2.6) 0 4 (17.4) 0 0 0
Less Than One Day Per Week)
Unemployed n (%) 0 1(2.8) 1(4.3) 0 2 (10.0) 5 (26.3)
Others n (%) 5(13.2) 7(19.4) 3(13.0) 3(16.7) 3(15.0) 2 (10.5)
Missing n (%) 2(5.3) 0 1(4.3) 0 1 (5.0) 1(5.3)
Q5a: What is approximate
MONTHLY household income from
all sources before tax?
Don't Know n (%) 5(13.2) 3(8.3) 6 (26.1) 0 1 (5.0) 4 (21.1)
Prefer Not to Say n (%) 5(13.2) 8(22.2) 2(8.7) 9 (50.0) 2 (10.0) 1(5.3)
Missing n (%) 3(7.9) 0 1(4.3) 0 2 (10.0) 2 (10.5)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 22 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 2
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=38) (N=36) (N=23) (N=18) (N=20) (N=19)
Any Amount Reported n (%) 25 (65.8) 25 (69.4) 14 (60.9) 9 (50.0) 15 (75.0) 12 (63.2)

Below 100,000 Yen n (%) 1(2.6) 1(2.8) 0 0 0 0
100,000 Yen - 199,999 Yen n (%) 5(13.2) 6 (16.7) 2(8.7) 2 (11.1) 3 (15.0) 2 (10.5)
200,000 Yen - 299,999 Yen n (%) 6 (15.8) 8(22.2) 1(4.3) 3(16.7) 6 (30.0) 1(5.3)
300,000 Yen - 399,999 Yen n (%) 4 (10.5) 4(11.1) 3 (13.0) 1 (5.6) 2 (10.0) 1(5.3)
400,000 Yen - 499,999 Yen  n (%) 2 (5.3) 1(2.8) 1(4.3) 2 (11.1) 0 3(15.8)
500,000 Yen - 599,999 Yen n (%) 3(7.9) 3(8.3) 1(4.3) 0 1 (5.0) 4(21.1)
600,000 Yen - 699,999 Yen n (%) 0 0 2 (8.7) 0 1 (5.0) 0
700,000 Yen - 799,999 Yen  n (%) 0 0 1(4.3) 0 0 0
800,000 Yen - 899,999 Yen n (%) 1(2.6) 0 1(4.3) 0 1 (5.0) 0
900,000 Yen - 999,999 Yen n (%) 1(2.6) 0 0 0 0 0
1,000,000 Yen - or Above  n (%) 2 (5.3) 2 (5.6) 2 (8.7) 1 (5.6) 1 (5.0) 1(5.3)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 23 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 2
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=38) (N=36) (N=23) (N=18) (N=20) (N=19)
Replied "Don't Know" or "Prefer not n (%) 10 11 8 9 3 5
to Say" to 5a
Q5b: (For those who answered
"Don't know" or "Prefer not to say" to
5a) Would MONTHLY household
income be over or under 800,000
yen?
Don't Know n (%) 2(5.3) 2(5.6) 3(13.0) 0 0 3(15.8)
Prefer Not to Say n (%) 4 (10.5) 6 (16.7) 1(4.3) 7 (38.9) 1(5.0) 1(5.3)
Any Amount Reported n (%) 4 (10.5) 3(8.3) 4 (17.4) 2 (11.1) 2 (10.0) 1(5.3)
Under 800,000yen n (%) 3(7.9) 2 (5.6) 4 (17.4) 1 (5.6) 1 (5.0) 1(5.3)
800,000yen or More n (%) 1(2.6) 1(2.8) 0 1 (5.6) 1 (5.0) 0

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 24 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 3
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=35) (N=23) (N=18) (N=20) (N=18)
Sex
Male n (%) 20 (55.6) 21 (60.0) 13 (56.5) 11 (61.1) 11 (55.0) 10 (55.6)
Female n (%) 16 (44.4) 14 (40.0) 10 (43.5) 7 (38.9) 9 (45.0) 8 (44.4)
Age (years) n 36 35 23 18 20 18
Mean (SD) 36.2 (10.14) 39.3(11.38) 38.6 (11.92) 36.6(10.27) 37.6(8.86)  37.7 (11.08)
Median 37.0 39.0 39.0 35.5 38.5 36.5
Min, Max 23, 56 23,65 23,64 23,55 23,54 24,55
Ethnicity
Japanese n (%) 36 (100) 35 (100) 23 (100) 18 (100) 20 (100) 18 (100)
Non-Japanese n (%) 0 0 0 0 0 0

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 3
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=35) (N=23) (N=18) (N=20) (N=18)
Weight (kg) n 36 35 23 18 20 18
Mean (SD) 62.39 (9.959) 62.96 (11.861) 62.37 (11.565) 61.56 (8.875) 61.14 (9.331) 62.59 (13.121)
Median 62.00 62.10 64.30 61.70 61.25 60.15
Min, Max 46.5, 88.3 45.1, 97.8 43.4,84.4 48.9, 79.7 43.7,79.4 46.7,91.8
Height (m) n 36 35 23 18 20 18
Mean (SD) 1.655 (0.0734) 1.645 (0.0737) 1.658 (0.1078) 1.657 (0.0940) 1.655 (0.0863) 1.651 (0.0711)
Median 1.660 1.650 1.660 1.660 1.660 1.660
Min, Max 1.52,1.78 1.52,1.84 1.47,1.88 1.50, 1.84 1.50, 1.80 1.53,1.79

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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 26 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 3
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=35) (N=23) (N=18) (N=20) (N=18)
BMI (kg/m?) n 36 35 23 18 20 18
Mean (SD) 22.69 (2.737) 23.11(3.192) 22.57 (2.764) 22.44 (3.075) 22.34(3.217) 22.84 (3.757)
Median 22.20 22.60 22.00 21.25 21.60 21.35
Min, Max 18.9, 29.8 18.7, 32.7 19.0, 28.0 18.9,28.4 18.7,29.5 18.5, 31.8
Underweight n (%) 0 0 0 0 0 0
Normal Weight n (%) 29 (80.6) 25 (71.4) 17 (73.9) 14 (77.8) 17 (85.0) 13 (72.2)
Overweight n (%) 7 (19.4) 9 (25.7) 6 (26.1) 4 (22.2) 3(15.0) 4 (22.2)
Obese n (%) 0 1(2.9) 0 0 0 1 (5.6)
Waist circumference (cm) n 36 35 23 18 20 18
Mean (SD) 89.8 (30.30) 84.8(17.38) 92.4(31.14) 89.2(30.34) 90.1(32.87)  80.6(9.30)
Median 80.0 83.0 81.0 78.0 76.5 79.0
Min, Max 65, 174 67, 166 64,171 70,172 66, 167 67, 95

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 27 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 3
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=35) (N=23) (N=18) (N=20) (N=18)
ISO tar yields n 36 35 23 18 20 18
Mean (SD) 5.1 (3.53) 5.1 (3.57) 4.2 (3.85) 5.8 (3.72) 3.9 (3.56) 5.4 (4.18)
Median 5.0 5.0 1.0 7.5 1.0 55
Min, Max 1,12 1,12 1,12 1,10 1,10 1,12
1-5 mg n (%) 22 (61.1) 19 (54.3) 15 (65.2) 7 (38.9) 13 (65.0) 9 (50.0)
6-8 mg n (%) 9 (25.0) 11 (31.4) 6 (26.1) 7 (38.9) 5 (25.0) 6 (33.3)
9-10 mg n (%) 2 (5.6) 4(11.4) 0 4(22.2) 2 (10.0) 0
>10 mg n (%) 3(8.3) 1(2.9) 2 (8.7) 0 0 3(16.7)
ISO nicotine yields n 36 35 23 18 20 18
Mean (SD)  0.40 (0.259) 0.41(0.276) 0.34(0.285)  0.46 (0.269) 0.32(0.270)  0.44 (0.313)
Median 0.40 0.40 0.10 0.60 0.10 0.50
Min, Max 0.1,1.0 0.1,1.0 0.1,0.9 0.1,0.7 0.1,0.7 0.1,0.9
<=0.6 mg n (%) 31 (86.1) 26 (74.3) 19 (82.6) 12 (66.7) 16 (80.0) 13 (72.2)
> 0.6 mg n (%) 5 (13.9) 9 (25.7) 4(17.4) 6 (33.3) 4 (20.0) 5 (27.8)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 28 of 48



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A.
ZRHM-REXA-07-JP

Clinical Study Report Appendix 15.2 Confidential

Version 1.0 /24 February 2016 Page 153 of 3281

Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 3
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=35) (N=23) (N=18) (N=20) (N=18)
FTND score n 36 35 23 18 20 17
Mean (SD) 3.6 (1.77) 5.1 (1.57) 3.7 (1.53) 5.1 (1.88) 3.8 (2.22) 5.8 (1.43)
Median 3.0 5.0 3.0 5.0 4.0 6.0
Min, Max 1,8 2,9 1,7 2,8 0,8 4,9
Mild n (%) 21 (58.3) 5 (14.3) 13 (56.5) 4(22.2) 8 (40.0) 0
Moderate n (%) 14 (38.9) 25 (71.4) 9 (39.1) 8 (44.4) 10 (50.0) 11 (61.1)
Severe n (%) 1(2.8) 5 (14.3) 1(4.3) 6 (33.3) 2 (10.0) 6 (33.3)
Individual product preference
THSmM2.2 n (%) 8 (22.2) 8 (22.9) 5 (21.7) 5 (27.8) 3 (15.0) 3(16.7)
mCC n (%) 19 (52.8) 19 (54.3) 11 (47.8) 8 (44.4) 11 (55.0) 12 (66.7)
SA n (%) 4(11.1) 3 (8.6) 2 (8.7) 2 (11.1) 4 (20.0) 1(5.6)
No Preference n (%) 5 (13.9) 5 (14.3) 5(21.7) 3(16.7) 2 (10.0) 2 (11.1)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11

Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 29 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 3
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=35) (N=23) (N=18) (N=20) (N=18)
Day 4 SES Questionnaire
Q1: Total number living in household
(including yourself)?
0 n (%) 0 1(2.9) 0 0 0 0
1 n (%) 20 (55.6) 14 (40.0) 5(21.7) 7 (38.9) 7 (35.0) 5 (27.8)
2 n (%) 5(13.9) 6 (17.1) 3(13.0) 4 (22.2) 7 (35.0) 6 (33.3)
3 n (%) 2 (5.6) 6 (17.1) 8 (34.8) 0 4 (20.0) 3(16.7)
4 n (%) 4 (11.1) 4 (11.4) 5 (21.7) 2 (11.1) 2 (10.0) 2 (11.1)
5 n (%) 3(8.3) 0 1(4.3) 1 (5.6) 0 1(5.6)
6 n (%) 0 0 0 1 (5.6) 0 0
Prefer Not to Say n (%) 2 (5.6) 4 (11.4) 1(4.3) 3(16.7) 0 1(5.6)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 30 of 48



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 155 of 3281

Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 3
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=35) (N=23) (N=18) (N=20) (N=18)
Q2: Highest level education attained
/ currently attaining?
Elementary School / Junior High n (%) 0 0 0 1(5.6) 0 1(5.6)
School
Senior High School n (%) 12 (33.3) 7 (20.0) 4 (17.4) 6 (33.3) 6 (30.0) 8 (44.4)
College n (%) 8(22.2) 12 (34.3) 5(21.7) 2(11.1) 4 (20.0) 3(16.7)
University / Postgraduate n (%) 14 (38.9) 13(37.1) 11 (47.8) 7 (38.9) 9 (45.0) 6 (33.3)
Prefer Not to Say n (%) 2 (5.6) 3(8.6) 3 (13.0) 2(11.2) 1(5.0) 0

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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 31 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 3
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day

Variable Statistic (N=36) (N=35) (N=23) (N=18) (N=20) (N=18)
Q3: How many income earners in
household?

None - All Are Unemployed n (%) 3(8.3) 1(2.9 1(4.3) 0 2 (10.0) 2(11.2)

Just One Income Earner n (%) 20 (55.6) 22 (62.9) 9 (39.1) 11 (61.1) 10 (50.0) 8 (44.4)

Two or More Income Earners n (%) 13 (36.1) 12 (34.3) 13 (56.5) 7 (38.9) 8 (40.0) 8 (44.4)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 32 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 3
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=35) (N=23) (N=18) (N=20) (N=18)
Q4: What is your occupation?
General White Collar n (%) 5(13.9) 3(8.6) 3(13.0) 3(16.7) 1(5.0) 1(5.6)
Professional/Technical Worker  n (%) 0 5(14.3) 2(8.7) 3(16.7) 0 2(11.2)
General Blue Collar n (%) 0 1(2.9 0 0 2 (10.0) 0
Working In Service Industry n (%) 3(8.3) 4(11.4) 0 3(16.7) 0 1(5.6)
Manager (Kacho or Above) n (%) 0 1(2.9 1(4.3) 0 0 0
Director/President (30 Employeesn (%) 0 0 0 1(5.6) 0 1(5.6)
or More)
Proprietor (29 Employees or n (%) 4(11.1) 4(11.4) 2(8.7) 2(11.1) 2 (10.0) 3(16.7)
Less)
Professional/Technical Worker  n (%) 0 1(2.9 0 0 0 0
(Lawyer, Accountant, Professor
Etc)
Farming/Forestry/Fishing n (%) 1(2.8) 0 0 0 0 0

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 33 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 3
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=35) (N=23) (N=18) (N=20) (N=18)
Part-Time Worker (More Than  n (%) 12 (33.3) 7 (20.0) 4 (17.4) 3(16.7) 7 (35.0) 3(16.7)
One Day Per Week)
Student n (%) 3(8.3) 3(8.6) 2(8.7) 0 2 (10.0) 0
Housewife (Including Part-Time n (%) 1(2.8) 0 4 (17.4) 0 0 0
Less Than One Day Per Week)
Unemployed n (%) 0 1(2.9 1(4.3) 0 2 (10.0) 4 (22.2)
Others n (%) 5(13.9) 5(14.3) 3(13.0) 3(16.7) 3(15.0) 2(11.1)
Missing n (%) 2 (5.6) 0 1(4.3) 0 1 (5.0) 1(5.6)
Q5a: What is approximate
MONTHLY household income from
all sources before tax?
Don't Know n (%) 4(11.1) 3(8.6) 6 (26.1) 0 1 (5.0) 3(16.7)
Prefer Not to Say n (%) 4(11.1) 7 (20.0) 2(8.7) 9 (50.0) 2 (10.0) 1 (5.6)
Missing n (%) 3(8.3) 0 1(4.3) 0 2 (10.0) 2 (11.1)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 34 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 3
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=35) (N=23) (N=18) (N=20) (N=18)
Any Amount Reported n (%) 25 (69.4) 25 (71.4) 14 (60.9) 9 (50.0) 15 (75.0) 12 (66.7)

Below 100,000 Yen n (%) 1(2.8) 1(2.9) 0 0 0 0
100,000 Yen - 199,999 Yen n (%) 5 (13.9) 7 (20.0) 2(8.7) 2 (11.1) 3 (15.0) 2 (11.1)
200,000 Yen - 299,999 Yen n (%) 6 (16.7) 7 (20.0) 1(4.3) 3(16.7) 6 (30.0) 1 (5.6)
300,000 Yen - 399,999 Yen n (%) 4(11.1) 4(11.4) 3 (13.0) 1 (5.6) 2 (10.0) 1 (5.6)
400,000 Yen - 499,999 Yen  n (%) 2 (5.6) 1(2.9) 1(4.3) 2 (11.1) 0 3(16.7)
500,000 Yen - 599,999 Yen n (%) 3(8.3) 3 (8.6) 1(4.3) 0 1 (5.0) 4(22.2)
600,000 Yen - 699,999 Yen n (%) 0 0 2 (8.7) 0 1 (5.0) 0
700,000 Yen - 799,999 Yen  n (%) 0 0 1(4.3) 0 0 0
800,000 Yen - 899,999 Yen n (%) 1(2.8) 0 1(4.3) 0 1 (5.0) 0
900,000 Yen - 999,999 Yen n (%) 1(2.8) 0 0 0 0 0
1,000,000 Yen - or Above  n (%) 2 (5.6) 2 (5.7) 2 (8.7) 1 (5.6) 1 (5.0) 1(5.6)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 3
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=35) (N=23) (N=18) (N=20) (N=18)
Replied "Don't Know" or "Prefer not n (%) 8 10 8 9 3 4
to Say" to 5a
Q5b: (For those who answered
"Don't know" or "Prefer not to say" to
5a) Would MONTHLY household
income be over or under 800,000
yen?
Don't Know n (%) 1(2.8) 2 (5.7) 3(13.0) 0 0 2 (11.1)
Prefer Not to Say n (%) 3(8.3) 5(14.3) 1(4.3) 7 (38.9) 1 (5.0) 1(5.6)
Any Amount Reported n (%) 4(11.1) 3 (8.6) 4 (17.4) 2 (11.1) 2 (10.0) 1(5.6)
Under 800,000yen n (%) 3(8.3) 2 (5.7) 4 (17.4) 1 (5.6) 1 (5.0) 1(5.6)
800,000yen or More n (%) 1(2.8) 1(2.9) 0 1 (5.6) 1 (5.0) 0

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 36 of 48



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 15.2 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 161 of 3281

Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 4
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=34) (N=23) (N=18) (N=20) (N=17)
Sex
Male n (%) 19 (52.8) 20 (58.8) 13 (56.5) 11 (61.1) 11 (55.0) 10 (58.8)
Female n (%) 17 (47.2) 14 (41.2) 10 (43.5) 7 (38.9) 9 (45.0) 7 (41.2)
Age (years) n 36 34 23 18 20 17
Mean (SD) 36.2 (10.14) 39.4(11.14) 38.6(11.92) 36.6(10.27) 37.6(8.86)  38.1(11.29)
Median 37.0 39.0 39.0 35.5 38.5 41.0
Min, Max 23, 56 23,65 23,64 23,55 23,54 24,55
Ethnicity
Japanese n (%) 36 (100) 34 (100) 23 (100) 18 (100) 20 (100) 17 (100)
Non-Japanese n (%) 0 0 0 0 0 0

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 37 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 4
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=34) (N=23) (N=18) (N=20) (N=17)
Weight (kg) n 36 34 23 18 20 17
Mean (SD) 61.63 (10.034) 63.12 (12.228) 62.37 (11.565) 61.56 (8.875) 61.14 (9.331) 63.53 (12.892)
Median 61.35 61.75 64.30 61.70 61.25 61.40
Min, Max 46.5, 88.3 45.1, 97.8 43.4,84.4 48.9, 79.7 43.7,79.4 48.5,91.8
Height (m) n 36 34 23 18 20 17
Mean (SD) 1.652 (0.0744) 1.650 (0.0815) 1.658 (0.1078) 1.657 (0.0940) 1.655 (0.0863) 1.654 (0.0716)
Median 1.655 1.645 1.660 1.660 1.660 1.670
Min, Max 1.52,1.78 1.52,1.84 1.47,1.88 1.50, 1.84 1.50, 1.80 1.53,1.79

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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 4
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=34) (N=23) (N=18) (N=20) (N=17)
BMI (kg/m?) n 36 34 23 18 20 17
Mean (SD) 22.51 (2.744) 23.03(3.190) 22.57 (2.764) 22.44 (3.075) 22.34(3.217) 23.10 (3.708)
Median 22.00 22.45 22.00 21.25 21.60 21.40
Min, Max 18.9, 29.8 18.7, 32.7 19.0, 28.0 18.9,28.4 18.7,29.5 19.0, 31.8
Underweight n (%) 0 0 0 0 0 0
Normal Weight n (%) 30 (83.3) 25 (73.5) 17 (73.9) 14 (77.8) 17 (85.0) 12 (70.6)
Overweight n (%) 6 (16.7) 8(23.5) 6 (26.1) 4 (22.2) 3(15.0) 4 (23.5)
Obese n (%) 0 1(2.9) 0 0 0 1(5.9)
Waist circumference (cm) n 36 34 23 18 20 17
Mean (SD) 89.4 (30.50) 84.6(17.65) 92.4(31.14) 89.2(30.34) 90.1(32.87) 81.1(9.33)
Median 78.5 82.5 81.0 78.0 76.5 79.0
Min, Max 65, 174 67, 166 64,171 70,172 66, 167 67, 95

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 39 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 4
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=34) (N=23) (N=18) (N=20) (N=17)
ISO tar yields n 36 34 23 18 20 17
Mean (SD) 4.8 (3.53) 5.0 (3.59) 4.2 (3.85) 5.8 (3.72) 3.9 (3.56) 5.3 (4.26)
Median 5.0 5.0 1.0 7.5 1.0 5.0
Min, Max 1,12 1,12 1,12 1,10 1,10 1,12
1-5 mg n (%) 23 (63.9) 19 (55.9) 15 (65.2) 7 (38.9) 13 (65.0) 9 (52.9)
6-8 mg n (%) 9 (25.0) 10 (29.4) 6 (26.1) 7 (38.9) 5 (25.0) 5 (29.4)
9-10 mg n (%) 1(2.8) 4(11.8) 0 4(22.2) 2 (10.0) 0
>10 mg n (%) 3(8.3) 1(2.9) 2 (8.7) 0 0 3(17.6)
ISO nicotine yields n 36 34 23 18 20 17
Mean (SD) 0.38 (0.242) 0.40 (0.272) 0.34(0.285) 0.46 (0.269) 0.32(0.270)  0.43 (0.316)
Median 0.40 0.40 0.10 0.60 0.10 0.50
Min, Max 0.1,0.8 0.1,1.0 0.1,0.9 0.1,0.7 0.1,0.7 0.1,0.9
<=0.6 mg n (%) 32 (88.9) 27 (79.4) 19 (82.6) 12 (66.7) 16 (80.0) 13 (76.5)
> 0.6 mg n (%) 4(11.1) 7 (20.6) 4(17.4) 6 (33.3) 4 (20.0) 4 (23.5)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 4
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=34) (N=23) (N=18) (N=20) (N=17)
FTND score n 36 34 23 18 20 16
Mean (SD) 3.6 (1.77) 5.0 (1.49) 3.7 (1.53) 5.1 (1.88) 3.8 (2.22) 5.8 (1.44)
Median 3.0 5.0 3.0 5.0 4.0 6.0
Min, Max 1,8 2,8 1,7 2,8 0,8 4,9
Mild n (%) 21 (58.3) 5(14.7) 13 (56.5) 4 (22.2) 8 (40.0) 0
Moderate n (%) 14 (38.9) 24 (70.6) 9 (39.1) 8 (44.4) 10 (50.0) 11 (64.7)
Severe n (%) 1(2.8) 5(14.7) 1(4.3) 6 (33.3) 2 (10.0) 5 (29.4)
Individual product preference
THSmM2.2 n (%) 8 (22.2) 8 (23.5) 5 (21.7) 5 (27.8) 3 (15.0) 2 (11.8)
mCC n (%) 18 (50.0) 18 (52.9) 11 (47.8) 8 (44.4) 11 (55.0) 12 (70.6)
SA n (%) 4(11.1) 3(8.8) 2 (8.7) 2 (11.1) 4 (20.0) 1(5.9)
No Preference n (%) 6 (16.7) 5 (14.7) 5(21.7) 3(16.7) 2 (10.0) 2 (11.8)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 4
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=34) (N=23) (N=18) (N=20) (N=17)
Day 4 SES Questionnaire
Q1: Total number living in household
(including yourself)?
0 n (%) 0 1(2.9) 0 0 0 0
1 n (%) 19 (52.8) 15 (44.1) 5(21.7) 7 (38.9) 7 (35.0) 5 (29.4)
2 n (%) 5 (13.9) 5(14.7) 3(13.0) 4 (22.2) 7 (35.0) 6 (35.3)
3 n (%) 2 (5.6) 6 (17.6) 8 (34.8) 0 4 (20.0) 2 (11.8)
4 n (%) 5 (13.9) 4(11.8) 5 (21.7) 2 (11.1) 2 (10.0) 2 (11.8)
5 n (%) 3(8.3) 0 1(4.3) 1 (5.6) 0 1(5.9)
6 n (%) 0 0 0 1 (5.6) 0 0
Prefer Not to Say n (%) 2 (5.6) 3(8.8) 1(4.3) 3(16.7) 0 1(5.9)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 4
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=34) (N=23) (N=18) (N=20) (N=17)
Q2: Highest level education attained
/ currently attaining?
Elementary School / Junior High n (%) 0 0 0 1(5.6) 0 1(5.9
School
Senior High School n (%) 12 (33.3) 7 (20.6) 4 (17.4) 6 (33.3) 6 (30.0) 8 (47.1)
College n (%) 8(22.2) 10 (29.4) 5(21.7) 2(11.1) 4 (20.0) 3(17.6)
University / Postgraduate n (%) 14 (38.9) 14 (41.2) 11 (47.8) 7 (38.9) 9 (45.0) 5 (29.4)
Prefer Not to Say n (%) 2 (5.6) 3(8.8) 3 (13.0) 2(11.2) 1(5.0) 0

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 = Fagerstrém Test for Nicotine Dependence, SES = Socio-Economic Status.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 4
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day

Variable Statistic (N=36) (N=34) (N=23) (N=18) (N=20) (N=17)
Q3: How many income earners in
household?

None - All Are Unemployed n (%) 3(8.3) 1(2.9 1(4.3) 0 2 (10.0) 2(11.8)

Just One Income Earner n (%) 20 (55.6) 21 (61.8) 9 (39.1) 11 (61.1) 10 (50.0) 8 (47.1)

Two or More Income Earners n (%) 13 (36.1) 12 (35.3) 13 (56.5) 7 (38.9) 8 (40.0) 7(41.2)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 4
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=34) (N=23) (N=18) (N=20) (N=17)
Q4: What is your occupation?
General White Collar n (%) 5(13.9) 3(8.8) 3(13.0) 3(16.7) 1(5.0) 1(5.9
Professional/Technical Worker  n (%) 0 4 (11.8) 2(8.7) 3(16.7) 0 1(5.9
General Blue Collar n (%) 0 1(2.9 0 0 2 (10.0) 0
Working In Service Industry n (%) 3(8.3) 4(11.8) 0 3(16.7) 0 1(5.9
Manager (Kacho or Above) n (%) 0 1(2.9 1(4.3) 0 0 0
Director/President (30 Employeesn (%) 0 0 0 1(5.6) 0 1(5.9
or More)
Proprietor (29 Employees or n (%) 4(11.1) 3(8.8) 2(8.7) 2(11.1) 2 (10.0) 3(17.6)
Less)
Professional/Technical Worker  n (%) 0 1(2.9 0 0 0 0
(Lawyer, Accountant, Professor
Etc)
Farming/Forestry/Fishing n (%) 1(2.8) 0 0 0 0 0

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 4
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=34) (N=23) (N=18) (N=20) (N=17)
Part-Time Worker (More Than  n (%) 11 (30.6) 6 (17.6) 4 (17.4) 3(16.7) 7 (35.0) 3(17.6)
One Day Per Week)
Student n (%) 4(11.1) 3(8.8) 2(8.7) 0 2 (10.0) 0
Housewife (Including Part-Time n (%) 1(2.8) 0 4 (17.4) 0 0 0
Less Than One Day Per Week)
Unemployed n (%) 0 1(2.9 1(4.3) 0 2 (10.0) 4 (23.5)
Others n (%) 5(13.9) 7 (20.6) 3(13.0) 3(16.7) 3(15.0) 2(11.8)
Missing n (%) 2 (5.6) 0 1(4.3) 0 1 (5.0) 1(5.9)
Q5a: What is approximate
MONTHLY household income from
all sources before tax?
Don't Know n (%) 4(11.1) 2 (5.9) 6 (26.1) 0 1 (5.0) 2 (11.8)
Prefer Not to Say n (%) 5 (13.9) 8 (23.5) 2(8.7) 9 (50.0) 2 (10.0) 1(5.9)
Missing n (%) 3(8.3) 0 1(4.3) 0 2 (10.0) 2 (11.8)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 4
THSmM2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=34) (N=23) (N=18) (N=20) (N=17)
Any Amount Reported n (%) 24 (66.7) 24 (70.6) 14 (60.9) 9 (50.0) 15 (75.0) 12 (70.6)

Below 100,000 Yen n (%) 1(2.8) 1(2.9) 0 0 0 0
100,000 Yen - 199,999 Yen n (%) 5 (13.9) 5 (14.7) 2(8.7) 2 (11.1) 3 (15.0) 2 (11.8)
200,000 Yen - 299,999 Yen n (%) 5 (13.9) 8 (23.5) 1(4.3) 3(16.7) 6 (30.0) 1(5.9)
300,000 Yen - 399,999 Yen n (%) 4(11.1) 4(11.8) 3 (13.0) 1 (5.6) 2 (10.0) 1(5.9)
400,000 Yen - 499,999 Yen  n (%) 2 (5.6) 1(2.9) 1(4.3) 2 (11.1) 0 3(17.6)
500,000 Yen - 599,999 Yen n (%) 3(8.3) 3(8.8) 1(4.3) 0 1 (5.0) 4 (23.5)
600,000 Yen - 699,999 Yen n (%) 0 0 2 (8.7) 0 1 (5.0) 0
700,000 Yen - 799,999 Yen  n (%) 0 0 1(4.3) 0 0 0
800,000 Yen - 899,999 Yen n (%) 1(2.8) 0 1(4.3) 0 1 (5.0) 0
900,000 Yen - 999,999 Yen n (%) 1(2.8) 0 0 0 0 0
1,000,000 Yen - or Above  n (%) 2 (5.6) 2 (5.9) 2 (8.7) 1 (5.6) 1 (5.0) 1(5.9)

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
Study ID:ZRHM-REXA-07-JP Program: t150201040302-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 47 of 48
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Table 15.2.1.4.3.2 Summary of Demographics and Other Baseline Characteristics by Cigarette Consumption -
PP Set

Period 4
THSmM?2.2 mCC SA
10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day 10-19 cig/day >19 cig/day
Variable Statistic (N=36) (N=34) (N=23) (N=18) (N=20) (N=17)
Replied "Don't Know" or "Prefer not n (%) 9 10 8 9 3 3
to Say" to 5a
Q5b: (For those who answered
"Don't know" or "Prefer not to say" to
5a) Would MONTHLY household
income be over or under 800,000
yen?
Don't Know n (%) 1(2.8) 1(2.9) 3(13.0) 0 0 1(5.9)
Prefer Not to Say n (%) 4(11.1) 6 (17.6) 1(4.3) 7 (38.9) 1 (5.0) 1(5.9)
Any Amount Reported n (%) 4(11.1) 3(8.8) 4 (17.4) 2 (11.1) 2 (10.0) 1(5.9)
Under 800,000yen n (%) 3(8.3) 2 (5.9) 4 (17.4) 1 (5.6) 1 (5.0) 1(5.9)
800,000yen or More n (%) 1(2.8) 1(2.9) 0 1 (5.6) 1 (5.0) 0

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.

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

Appendix: 15.3.1.2, 15.3.1.5, 15.3.1.7, 15.3.1.11, 15.3.6.10, 15.3.6.11
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Table 15.2.1.5 Summary of Current Cigarette Brands At Screening - Safety Population

Product Overall

ISO nicotine  ISO tar THSmM2.2 mCC SA Test Safety

yield yield (N=78) (N=42) (N=40) (N=15) (N=175)
Brand (mg) (mg) n(%) n(%) n(%) n(%) n(%)
Hi-Lite Menthol 0.7 10 3(3.8) 3(7.1) 1(2.5) 0 7 (4.0)
Marlboro Lights Menthol 0.6 8 4 (5.1) 1(2.4) 1(2.5) 0 6 (3.4)
Marlboro Menthol 0.8 12 3(3.8) 1(2.4) 0 1(6.7) 5(2.9)
Pianissimo Aria Menthol 0.1 1 3(3.8) 1(2.4) 0 1(6.7) 5(2.9)
Marlboro Black Menthol 0.6 8 1(1.3) 2 (4.8) 0 1(6.7) 4 (2.3)
Marlboro Black Menthol Box 0.6 8 1(1.3) 2 (4.8) 0 1(6.7) 4 (2.3)
Marlboro Ice Blast 5 Mg 0.4 5 2 (2.6) 1(2.4) 0 1(6.7) 4 (2.3)
Mevius Premium Menthol 1 0.1 1 1(1.3) 1(2.4) 2 (5.0 0 4 (2.3)
Mevius Premium Menthol 1 100's 0.1 1 3(3.8) 0 0 1(6.7) 4 (2.3)
Mevius Premium Menthol Option 1 0.1 1 2 (2.6) 2(4.8) 0 0 4 (2.3)

100's

Mevius Premium Menthol Option 8 0.7 8 1(1.3) 0 3(7.5) 0 4 (2.3)

Other 0.1 1 20 (25.6) 14 (33.3) 16 (40.0) 6 (40.0) 56 (32.0)

Other 0.4 5 10 (12.8) 1(2.4) 2 (5.0 1(6.7) 14 (8.0)

Other 0.6 8 5(6.4) 1(2.4) 3(7.5) 2 (13.3) 11 (6.3)
Other 0.7 8 3(3.8) 4 (9.5) 2(5.0) 0 9(.1)
Other 0.5 5 2(2.6) 1(2.4) 2(5.0) 0 5(2.9)

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).

Note: Only brands used by at least 4 subejcts in the Safety Population are presented.

Appendix: 15.3.1.2
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Table 15.2.1.5 Summary of Current Cigarette Brands At Screening - Safety Population

Product Overall

ISO nicotine  ISO tar THSmM2.2 mCC SA Test Safety

yield yield (N=78) (N=42) (N=40) (N=15) (N=175)
Brand (mg) (mg) n(%) n(%) n(%) n(%) n(%)
Other 0.3 4 2 (2.6) 1(2.4) 1(2.5) 0 4(2.3)
Other 0.5 6 3(3.8) 1(2.4) 0 0 4(2.3)
Other 0.6 6 1(1.3) 1(2.4) 2 (5.0) 0 4(2.3)
Other 0.6 7 2 (2.6) 2 (4.8) 0 0 4 (2.3)
Other 0.9 12 0 1(2.4) 3(7.5) 0 4 (2.3)
Other 0.7 10 1(1.3) 1(2.4) 1(2.5) 0 3(1.7)
Other 1 9 3(3.8) 0 0 0 3(1.7)
Other 0.3 5 1(1.3) 0 0 0 1 (0.6)
Other 0.5 7 0 0 1(2.5) 0 1 (0.6)
Other 0.8 12 1(1.3) 0 0 0 1 (0.6)

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).
Note: Only brands used by at least 4 subejcts in the Safety Population are presented.

Appendix: 15.3.1.2
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Table 15.2.1.6 Summary of Medical History - Safety Population

THSmM2.2 mCC SA Product Test Overall Safety
System Organ Class (N=78) (N=42) (N=40) (N=15) (N=175)
Preferred Term n(%) Events n (%) Events n (%) Events n (%) Events n (%) Events
Any medical history 6 (7.7) 7 0 0 5(12.5) 6 2 (13.3) 2 13 (7.4) 15
Injury, poisoning and procedural 2(2.6) 2 3(7.5) 4 1(6.7) 1 6 (3.4) 7
complications
Clavicle fracture 0 0 2 (5.0 2 0 0 2(1.1) 2
Foot fracture 0 0 1(2.5) 1 0 0 1(0.6) 1
Jaw fracture 0 0 0 0 1(6.7) 1 1(0.6) 1
Rib fracture 1(1.3) 1 0 0 0 0 1(0.6) 1
Scapula fracture 1(1.3) 1 0 0 0 0 1(0.6) 1
Sternal fracture 0 0 1(2.5) 1 0 0 1(0.6) 1

Note: “Product Test” refers to all subjects who tested the THSm2.2 on Day -2 but were not randomized. "Overall Safety" refers to all subjects exposed to

THSmM2.2.
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-07-JP Program: t15020106-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 1 of 2
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Table 15.2.1.6 Summary of Medical History - Safety Population

THSmM2.2 mCC SA Product Test Overall Safety

System Organ Class (N=78) (N=42) (N=40) (N=15) (N=175)

Preferred Term n@) Events n(%) Events n(%) Events n (%) Events n (%) Events
Infections and infestations 2(2.6) 2 1(2.5) 1 0 0 3(1.7) 3

Appendicitis 2 (2.6) 2 0 0 2(1.1) 2

Parotitis 0 0 1(2.5) 1 1 (0.6) 1
Surgical and medical procedures 2(2.6) 2 0 0 1(6.7) 1 3(.7) 3

Tonsillectomy 2 (2.6) 2 0 0 2(1.1) 2

Meniscus removal 0 0 1(6.7) 1 1(0.6) 1
Reproductive system and breast 1(1.3) 1 1(2.5) 1 0 0 2(1.2) 2
disorders

Ovarian cyst 1(1.3) 1 1(2.5) 1 2(1.2) 2

Note: “Product Test” refers to all subjects who tested the THSm2.2 on Day -2 but were not randomized. "Overall Safety" refers to all subjects exposed to
THSmM2.2.

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-07-JP Program: t15020106-ZRHM-REXA-07-JP-v3.0.sas Status: Final/03AUG2015 Page: 2 of 2
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Table 15.2.1.7 Summary of Concomitant Diseases - Safety Population

Product Test Overall
THSmM2.2 mCC SA Only Safety
System Organ Class (N=78) (N=42) (N=40) (N=15) (N=175)
Preferred Term n(%) Events  n(%) Events  n(%) Events  n(%) Events  n(%) Events
Any Concomitant Diseases 13(16.7) 14 4(9.5) 4 4(10.0) 5 2(13.3) 2 23(13.1) 25
Vascular Disorders 3(3.8) 3 124) 1 1(25) 1 0 52.9) 5
Hypotension 3(3.8) 3 1(24) 1 1(25) 1 5(29) 5
Gastrointestinal Disorders 1(13) 1 1(24) 1 2(.0) 2 0 4(23) 4
Constipation 1(13) 1 1(24) 1 2(5.00 2 4(23) 4
Metabolism And Nutrition Disorders 3(38) 3 0 0 0 317 3
Hypercholesterolaemia 113 1 1(0.6) 1
Hypertriglyceridaemia 113 1 1(0.6) 1
Hypo Hdl Cholesterolaemia 113 1 1(0.6) 1
Skin And Subcutaneous Tissue Disorders 2(2.6) 3 0 1(25) 1 0 3(1.7) 4
Eczema 2(2.6) 2 0 2(11) 2
Acne 1(13) 1 0 1(0.6) 1
Dry Skin 0 1(25) 1 1(0.6) 1

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

Product Test Overall
THSmM2.2 mCC SA Only Safety
System Organ Class (N=78) (N=42) (N=40) (N=15) (N=175)
Preferred Term n(%) Events  n(%) Events  n(%) Events  n(%) Events  n(%) Events
Cardiac Disorders 0 0 1(25) 1 1(6.7) 1 2(11) 2
Sinus Bradycardia 1(25) 1 1(6.7) 1 2(11) 2
Immune System Disorders 1123 1 124) 1 0 0 2(11) 2
Seasonal Allergy 113 1 124) 1 2(11) 2
Nervous System Disorders 1(13) 1 1(24) 1 0 0 2(1.1) 2
Dizziness 1(13) 1 0 1(0.6) 1
Headache 0 1(24) 1 1(0.6) 1
Blood And Lymphatic System Disorders 1(23) 1 0 0 0 1(0.6) 1
Anaemia 113 1 1(0.6) 1
Musculoskeletal And Connective Tissue Disorders 0 0 0 1(6.7) 1 1(0.6) 1
Intervertebral Disc Protrusion 1(6.7) 1 1(0.6) 1
Neoplasms Benign, Malignant And Unspecified (Incl 123 1 0 0 0 1(0.6) 1
Cysts And Polyps)
Uterine Leiomyoma 1(23) 1 1(0.6) 1

Note: "Product Test Only" refers to all subjects tested the THS product but were not randomized.
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 15.2.2.1.1 Summary of Daily Product Use in Confinement Period - FAS

Product THSmM2.2 mCC SA Overall FAS
Occasion Visit Use Statistic (N=78) (N=42) (N=40) (N=160)
THSmM2.2 Test Day -2 THSmM2.2 n 78 42 40 160
1 n (%) 77 (98.7) 42 (100) 40 (100) 159 (99.4)
2 n (%) 1 (1.3) 0 0 1 (0.6)
3 n (%) 0 0 0 0
Mean (SD) 1.0 (0.12) 1.0 (0.00) 1.0 (0.00) 1.0 (0.08)
95% CI 1,1 1,1 1,1 1,1
Median 1.0 1.0 1.0 1.0
Min, Max 1,2 1,1 1,1 1,2
Pre-Randomization Period Day -1 THSmM2.2 n 0 0 0 0
Mean (SD)
95% ClI
Median
Min, Max
mCC n 78 42 40 160
Mean (SD) 11.5 (3.33) 11.3 (4.69) 11.8 (3.48) 11.5 (3.75)
95% CI 11,12 10, 13 11,13 11,12
Median 12.0 11.0 11.5 11.0
Min, Max 4,19 4,25 4,18 4,25

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: Confinement period is defined as period from Day -2 to Day 6.

Note: n indicates the number of reporting subjects.
Appendix: 15.3.2.1.1, 15.3.2.1.2
Study ID:ZRHM-REXA-07-JP

Program: t1502020101-ZRHM-REXA-07-JP-v3.0.sas

Status: Final/03AUG2015
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