Protocol : 207966
Popul ation: Intent-to-Treat Exposed
Table 2.01

Page 1 of 5

Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA >= 50 copi es/ L (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

5/ 327 (1.5%

W
Subgr oup Cat egory Measur e (N=327)
Overal | Nurmber of Subjects with 51/ 327 (1.5%
H V-1 RNA >=50 c¢/nl/ Tot al
Assessed
OR (95% C) 1. 0000 (0.2867, 3.4875)
p val ue 1. 000
RD (95% Cl) 0. 0000 (-1.8809, 1.8809)
p val ue 1. 000
RR (95% Cl) 1. 0000 (0.2923, 3.4215)
p val ue 1. 000

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

for overall and subgroups (using a 'by subgroup statenent’). P-value for

and is obtained by gennod nodels with the follow ng vari abl es:

RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)

treatment, subgroup,

interaction is for RRonly

subgroup*treat nent.

Zero counts for subjects with HHV-1 RNA >=50 c/nL in either treatment group may lead to unreliable

statistical estimates.

By- subgroup OR, RD, RR and p-val ues are not provided when all
events |l ess than 10 regardl ess of treatnent group
é&gtistical estinmat es are unadj ust ed.

| evel s of a subgroup have nunber of
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Protocol : 207966 Page 2 of 5
Popul ation: Intent-to-Treat Exposed
Table 2.01

Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA >= 50 copi es/ L (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

BW QAW
Subgr oup Cat egory Measur e (N=327) (N=327)
Age (years) <35 Nurmber of Subjects with 2/ 84 (2.4% 1/ 98 (1.0%
H V-1 RNA >=50 c¢/nl/ Tot al
Assessed
35 - <50 Number of Subjects with 3/ 154 (1.9% 2/ 143 (1.4%
H V-1 RNA >=50 c/nl/ Tot al
Assessed
>=50 Number of Subjects with 0/ 89 2/ 86 (2.3%
H V-1 RNA >=50 c/nl/ Tot al
Assessed

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variables: treatnment, subgroup, subgroup*treatnent.
Zero counts for subjects with HHV-1 RNA >=50 c/nL in either treatment group may lead to unreliable
statistical estimates.

By- subgroup OR, RD, RR and p-val ues are not provided when all |evels of a subgroup have nunber of
events |l ess than 10 regardl ess of treatnent group

Statistical estinmates are unadj ust ed.
PPD 24SEP2020 06: 02



Protocol : 207966 Page 3 of 5
Popul ation: Intent-to-Treat Exposed
Table 2.01

Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA >= 50 copi es/ L (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

W (0 AVY
Subgr oup Cat egory Measur e (N=327) (N=327)
Sex at Birth Femal e Nurmber of Subjects with 3/ 73 (4.1% 0/ 75
H V-1 RNA >=50 c¢/nl/ Tot al
Assessed
Mal e Number of Subjects with 2/ 254 (0.8% 5/ 252 (2.0%
H V-1 RNA >=50 c/nl/ Tot al
Assessed

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variables: treatnment, subgroup, subgroup*treatnent.
Zero counts for subjects with HHV-1 RNA >=50 c/nL in either treatment group may lead to unreliable
statistical estimates.

By- subgroup OR, RD, RR and p-val ues are not provided when all |evels of a subgroup have nunber of
events |l ess than 10 regardl ess of treatnent group

Statistical estinmates are unadj ust ed.
PPD 24SEP2020 06: 02



Protocol : 207966 Page 4 of 5
Popul ation: Intent-to-Treat Exposed
Table 2.01

Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA >= 50 copi es/ L (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

W (0 AVY
Subgr oup Cat egory Measur e (N=327) (N=327)
Race White Nurmber of Subjects with 2/ 238 (0.8% 51/ 256 (2.0%
H V-1 RNA >=50 c¢/nl/ Tot al
Assessed
Non- Wi t e Number of Subjects with 3/ 89 (3.4% o/ 71
H V-1 RNA >=50 c/nl/ Tot al
Assessed

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variables: treatnment, subgroup, subgroup*treatnent.
Zero counts for subjects with HHV-1 RNA >=50 c/nL in either treatment group may lead to unreliable
statistical estimates.

By- subgroup OR, RD, RR and p-val ues are not provided when all |evels of a subgroup have nunber of
events |l ess than 10 regardl ess of treatnent group

Statistical estinmates are unadj ust ed.
PPD 24SEP2020 06: 02



Protocol : 207966 Page 5 of 5
Popul ation: Intent-to-Treat Exposed
Table 2.01

Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA >= 50 copi es/ L (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

:sw aw
Subgr oup Cat egory Measur e (N=327) (N=327)
Regi on North America  Nunmber of Subjects with 3/ 118 (2.5% 3/ 135 (2.2%
H V-1 RNA >=50 c/nl/ Tot al
Assessed
Eur ope Number of Subjects with 1/ 165 (0.6% 2/ 155 (1.3%
H V-1 RNA >=50 c/nl/ Tot al
Assessed
Rest of Wbrld Number of Subjects with 1/ 44 (2.3% o/ 37
H V-1 RNA >=50 c¢/nl/ Tot al
Assessed

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variables: treatnment, subgroup, subgroup*treatnent.
Zero counts for subjects with HHV-1 RNA >=50 c/nL in either treatment group may lead to unreliable
statistical estimates.

By- subgroup OR, RD, RR and p-val ues are not provided when all |evels of a subgroup have nunber of
events |l ess than 10 regardl ess of treatnent group

Statistical estinmates are unadj ust ed.
PPD 24SEP2020 06: 02



Protocol : 207966 Page 1 of 11
Popul ation: Intent-to-Treat Exposed
Tabl e 2. 02
Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA < 50 copi es/ nL (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

BW QAW

Subgr oup Cat egory Measur e (N=327) (N=327)
Overal | Nurmber of Subjects with 306 / 327 (93.6% 300 / 327 (91.7%

H V-1 RNA <50 c/ni/ Tot al

Assessed

OR (95% C) 1.3114 (0.7254, 2.3707)

p val ue 0. 369

RD (95% Cl) 1.8349 (-2.1600, 5.8297)

p val ue 0. 368

RR (95% Cl) 1. 0200 (0.9769, 1.0650)

p val ue 0. 369

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variabl es: treatnent, subgroup, subgroup*treatnent.

Statistical estinmates are unadj usted.
PPD 24SEP2020 06: 03



Protocol : 207966 Page 2 of 11
Popul ation: Intent-to-Treat Exposed
Tabl e 2. 02
Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA < 50 copi es/ nL (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

W (0 AVY

Subgr oup Cat egory Measur e (N=327) (N=327)
Age (years) <35 Nurmber of Subjects with 78 | 84 (92.9% 89 / 98 (90.8%

H V-1 RNA <50 c/ni/ Tot al

Assessed

OR (95% C) 1.3146 (0.4479, 3.8587)

p val ue 0.619

RD (95% Cl) 2.0408 (-5.8980, 9.9796)

p val ue 0.614

RR (95% Cl) 1. 0225 (0.9377, 1.1149)

p val ue 0. 615

p value for interaction 0. 366

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variabl es: treatnent, subgroup, subgroup*treatnent.
Statistical estinmates are unadjusted.
P 24SEP2020 06: 03



Protocol : 207966 Page 3 of 11
Popul ation: Intent-to-Treat Exposed
Tabl e 2. 02
Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA < 50 copi es/ nL (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

W (0 AVY

Subgr oup Cat egory Measur e (N=327) (N=327)
Age (years) 35 - <50 Nurmber of Subjects with 142 | 154 (92.2% 133 / 143 (93.0%

H V-1 RNA <50 c/ni/ Tot al

Assessed

OR (95% C) 0.8897 (0.3720, 2.1277)

p val ue 0. 793

RD (95% Cl) -0.7992 (-6.7485, 5.1501)

p val ue 0.792

RR (95% Cl) 0.9914 (0.9297, 1.0572)

p val ue 0.792

p value for interaction 0. 366

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variabl es: treatnent, subgroup, subgroup*treatnent.
Statistical estinmates are unadjusted.
P 24SEP2020 06: 03



Protocol : 207966 Page 4 of 11
Popul ation: Intent-to-Treat Exposed
Tabl e 2. 02
Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA < 50 copi es/ nL (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

W (0 AVY

Subgr oup Cat egory Measur e (N=327) (N=327)
Age (years) >=50 Nurmber of Subjects with 86 / 89 (96.6% 78 /| 86 (90.7%

H V-1 RNA <50 c/ni/ Tot al

Assessed

OR (95% C) 2.9402 (0.7532, 11.4765)

p val ue 0.121

RD (95% Cl) 5.9315 (-1.2619, 13.1250)

p val ue 0. 106

RR (95% Cl) 1. 0654 (0.9854, 1.1518)

p val ue 0.112

p value for interaction 0. 366

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variabl es: treatnent, subgroup, subgroup*treatnent.
Statistical estinmates are unadjusted.
P 24SEP2020 06: 03



Protocol : 207966 Page 5 of 11
Popul ation: Intent-to-Treat Exposed
Tabl e 2. 02
Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA < 50 copi es/ nL (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

W (0 AVY

Subgr oup Cat egory Measur e (N=327) (N=327)
Sex at Birth Femal e Nurmber of Subjects with 65 / 73 (89.0% 65/ 75 (86.7%

H V-1 RNA <50 c/ni/ Tot al

Assessed

OR (95% C) 1. 2500 (0.4639, 3.3682)

p val ue 0. 659

RD (95% Cl) 2.3744 (-8.1392, 12.8880)

p val ue 0. 658

RR (95% Cl) 1.0274 (0.9114, 1.1582)

p val ue 0. 658

p value for interaction 0. 881

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variabl es: treatnent, subgroup, subgroup*treatnent.
Statistical estinmates are unadjusted.
P 24SEP2020 06: 03



Protocol : 207966 Page 6 of 11
Popul ation: Intent-to-Treat Exposed
Table 2.02

Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA < 50 copi es/ nL (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

W (0 AVY

Subgr oup Cat egory Measur e (N=327) (N=327)
Sex at Birth Mal e Nurmber of Subjects with 241 | 254 (94.9% 235 / 252 (93.3%

H V-1 RNA <50 c/ni/ Tot al

Assessed

OR (95% C) 1.3411 (0.6372, 2.8225)

p val ue 0. 440

RD (95% Cl) 1. 6279 (-2.4872, 5.7430)

p val ue 0.438

RR (95% Cl) 1.0175 (0.9739, 1.0630)

p val ue 0. 439

p value for interaction 0. 881

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variabl es: treatnent, subgroup, subgroup*treatnent.
Statistical estinmates are unadjusted.

P 24SEP2020 06: 03



Protocol : 207966 Page 7 of 11
Popul ation: Intent-to-Treat Exposed
Tabl e 2. 02
Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA < 50 copi es/ nL (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

W (0 AVY

Subgr oup Cat egory Measur e (N=327) (N=327)
Race White Nurmber of Subjects with 225 | 238 (94.5% 236 / 256 (92.2%

H V-1 RNA <50 c/ni/ Tot al

Assessed

OR (95% C) 1.4668 (0.7127, 3.0186)

p val ue 0. 298

RD (95% Cl) 2.3503 (-2.0248, 6.7255)

p val ue 0. 292

RR (95% Cl) 1. 0255 (0.9785, 1.0748)

p val ue 0. 293

p value for interaction 0. 785

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variabl es: treatnent, subgroup, subgroup*treatnent.
Statistical estinmates are unadjusted.
P 24SEP2020 06: 03



Protocol : 207966 Page 8 of 11
Popul ation: Intent-to-Treat Exposed
Tabl e 2. 02
Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA < 50 copi es/ nL (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

W (0 AVY

Subgr oup Cat egory Measur e (N=327) (N=327)
Race Non- Wi t e Nurmber of Subjects with 81/ 89 (91.0% 64 / 71 (90.1%

H V-1 RNA <50 c/ni/ Tot al

Assessed

OR (95% C) 1.1074 (0.3814, 3.2157)

p val ue 0.851

RD (95% Cl) 0. 8704 (-8.2616, 10.0024)

p val ue 0. 852

RR (95% Cl) 1. 0097 (0.9128, 1.1168)

p val ue 0. 852

p value for interaction 0. 785

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variabl es: treatnent, subgroup, subgroup*treatnent.
Statistical estinmates are unadjusted.

P 24SEP2020 06: 03



Protocol : 207966 Page 9 of 11
Popul ation: Intent-to-Treat Exposed
Tabl e 2. 02
Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA < 50 copi es/ nL (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

W (0 AVY

Subgr oup Cat egory Measur e (N=327) (N=327)
Regi on Nort h America Nurmber of Subjects with 110 / 118 (93.2% 121 / 135 (89.6%

H V-1 RNA <50 c/ni/ Tot al

Assessed

OR (95% C) 1.5909 (0.6428, 3.9374)

p val ue 0. 315

RD (95% Cl) 3.5907 (-3.2667, 10.4481)

p val ue 0. 305

RR (95% Cl) 1.0401 (0.9647, 1.1213)

p val ue 0. 306

p value for interaction 0. 400

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variabl es: treatnent, subgroup, subgroup*treatnent.
Statistical estinmates are unadjusted.
P 24SEP2020 06: 03



Protocol : 207966 Page 10 of 11
Popul ation: Intent-to-Treat Exposed
Tabl e 2. 02
Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA < 50 copi es/ nL (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

W (0 AVY

Subgr oup Cat egory Measur e (N=327) (N=327)
Regi on Eur ope Nurmber of Subjects with 157 / 165 (95.2% 144 | 155 (92.9%

H V-1 RNA <50 c/ni/ Tot al

Assessed

OR (95% C) 1.4991 (0.5866, 3.8315)

p val ue 0. 398

RD (95% Cl) 2.2483 (-2.9556, 7.4522)

p val ue 0. 397

RR (95% Cl) 1. 0242 (0.9689, 1.0826)

p val ue 0. 398

p value for interaction 0. 400

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variabl es: treatnent, subgroup, subgroup*treatnent.
Statistical estinmates are unadjusted.
P 24SEP2020 06: 03



Protocol : 207966 Page 11 of 11
Popul ation: Intent-to-Treat Exposed
Tabl e 2. 02
Anal ysis of Proportion of Subjects Wth Plasma H V-1 RNA < 50 copi es/ nL (Snapshot) at Wek 48 -
Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

W (0 AVY

Subgr oup Cat egory Measur e (N=327) (N=327)
Regi on Rest of Wbrld Nurmber of Subjects with 39 / 44 (88.6% 35/ 37 (94.6%

H V-1 RNA <50 c/ni/ Tot al

Assessed

OR (95% C) 0. 4457 (0.0813, 2.4450)

p val ue 0. 352

RD (95% Cl) -5.9582 (-17.8336, 5.9171)

p val ue 0. 325

RR (95% Cl) 0.9370 (0.8221, 1.0680)

p val ue 0. 330

p value for interaction 0. 400

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD is obtained
fromthe Freq procedure. OR and RR are obtained fromgennod nodels (link = logit or log, respectively)
for overall and subgroups (using a 'by subgroup statenent’). P-value for interaction is for RR only
and is obtained by gennod nodels with the follow ng variabl es: treatnent, subgroup, subgroup*treatnent.
Statistical estinmates are unadjusted.
P 24SEP2020 06: 03



Protocol : 207966 Page 1 of 5
Popul ation: Intent-to-Treat Exposed
Table 2.03
Sunmary of Change from Mai ntenance Baseline in CD4+ Cell Count (cells/nm3) at Week 48
- Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Subgroup: Overall

Act ua
Rel ative
Cat egory Treatment N Tinme n Mean SD Medi an QA (0¢] Mn. Max.
Overal | @_wW 327 Baseline 327 688.6 265.95 643.0 496.0 849.0 163 1481
Week 48 305 686.4 263.60 677.0 499.0 837.0 122 1580
Change 305 -0.7 150.58 -3.0 -77.0 81.0 -622 532
(0”AVY 327 Baseline 327 741.0 288.77 711.0 535.0 886.0 114 1823
Week 48 298 715.9 287.37 678.0 535.0 876.0 34 2889
Change 298 -19.2 204.93 -4.0 -101.0 66.0 -1049 1525

Note: Sunmaries at Baseline and Week 48 are actual val ues, Change represents the change from Baseline
at Week 48, calculated for subjects with both Baseline and Week 48 data.
RED 10SEP2020 06: 25



Pr ot ocol : 207966

Popul ation: Intent-to-Treat Exposed

Summary of Change from Mai nt enance Baseline in CD4+ Cel

Tabl e 2. 03

Page 2 of 5

Count (cells/mt3) at Week 48

and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

<50

vs. >=50)

Act ua
Rel ati ve
Ti me

- Overall
Subgroup: Age (years) (<35 vs. 35 -
Cat egory Tr eat ment

<35 ;W

(0”AVY

35 - <50 @aBwW

AW

>=50 &awW

AW

98

154

143

89

86

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

79  709.
79 13

Not e: Summari es at Baseli ne and Wek 48 are actual val ues,
3&)Véek 48, cal cul ated for subjects with both Baseli ne and Wek 48 dat a.

oORAN ~POOT WNE OO PO WESN

SD Medi an QA
232.91 634.5 505
247.02 697.0 526
132.53 43.0 -23
286.56 720.0 579
264.32 686.0 549,
223.08 -24.5 -123
267.50 665.0 533.
275.53 690.5 525
166.58 -5.5 -95
289.89 729.0 528
255.11 673.0 534,
177.69 -4.0 -101
291.31 620.0 432
252.32 568.5 447
122.81 -34.0 -102
290.85 695.0 516.
357.70 641.0 526.
223.85 5.0 -82

Change represents the

QOO OO0 OO0 OO0 viItnto oowu
(0]
(0]
[0e]

change from Baseline

10SEP2020 06: 25



Protocol : 207966
Popul ation: Intent-to-Treat Exposed

Subgroup: Sex at Birth (Fenale vs. Mle)

Act ua
Rel ati ve
Ti me

Table 2.03
Sunmary of Change from Mai ntenance Baseline in CD4+ Cell Count (cells/nm3) at Week 48
- Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Page 3 of 5

Cat egory Treatnment N
Fenal e W 73
UW 75
Mal e @®W 254
(o7AVY 252

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

Not e: Summari es at Baseli ne and Wek 48 are actual val ues,

3&)Véek 48, cal cul ated for subjects with both Baseli ne and Wek 48 dat a.

W oA~ NN ONO 00O

SD Medi an QA (0¢] M n Max
289.55 630.0 529.0 915.0 163 1396
241.37 631.0 471.0 824.0 122 1223
139.28 -33.0 -115.0 63.0 -477 249
325.88 701.0 562.0 880.0 171 1823
377.59 661.0 550.0 840.0 249 2889
281. 02 3.0 -103.0 66.0 -1005 1525
259.26 644.0 491.0 828.0 207 1481
268.69 689.0 507.0 840.0 216 1580
151. 74 8.5 -65.0 83.0 -622 532
277.38 719.0 535.0 887.0 114 1782
257.22 680.0 526.0 879.0 34 1661
178.61 -4.0 -101.0 63.0 -1049 454

Change represents the change from Basel i ne

10SEP2020 06: 25



Protocol : 207966
Popul ation: Intent-to-Treat Exposed

Subgroup: Race (White vs. Non-Wite)

Act ua
Rel ati ve
Ti me

Table 2.03
Sunmary of Change from Mai ntenance Baseline in CD4+ Cell Count (cells/nm3) at Week 48
- Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Page 4 of 5

Cat egory Treatnment N
Wite W 238
(@’AVY 256
Non- Wi t e ;W 89
(07, 71

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

Not e: Summari es at Baseli ne and Wek 48 are actual val ues,

3&)Véek 48, cal cul ated for subjects with both Baseli ne and Wek 48 dat a.

O~N00 OFRFE 000N OOWw

SD Medi an QA (0¢] M n Max
263.58 647.0 499.0 861.0 198 1379
263.89 682.0 513.0 843.0 216 1580
151. 45 1.0 -72.0 81.0 -622 532
294.95 725.0 540.5 905.5 114 1823
262.41 665.0 526.0 886.0 34 1661
188.71 -4.0 -114.0 63.0 -1049 454
272.66 629.0 483.0 824.0 163 1481
261.35 664.0 461.5 827.0 122 1371
147.87 -3.5 -100.0 64.5 -477 280
258.35 677.0 488.0 822.0 231 1364
368.29 683.0 545.0 826.0 162 2889
251.01 5,0 -89.0 87.0 -348 1525

Change represents the change from Basel i ne

10SEP2020 06: 25



Protocol : 207966
Popul ation: Intent-to-Treat Exposed

Summary of Change from Mai nt enance Baseline in CD4+ Cel

Tabl e 2. 03

Page 5 of 5

Count (cells/mt3) at Week 48

- Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Subgroup: Region (North Anerica vs.

Eur ope vs.

Act ua
Rel ati ve
Ti me

Rest of World)

Cat egory Tr eat ment
North Anerica W
UW
Eur ope a_wW
(o7AVY
Rest of Wbrld W
W

135

165

155

44

37

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

Basel i ne
Week 48
Change

44 650.
39 629.
39 -34.

37 707.
35 725.
35 15.

Not e: Summari es at Baseli ne and Wek 48 are actual val ues,
3&)Véek 48, cal cul ated for subjects with both Baseli ne and Wek 48 dat a.

NOOF, O000© NPEPF- PO kLA~ WOUIO

239.93 689.0 522
145.05 -15.0 -69
277.54 757.0 535,
312.29 698.5 560.
242.19 0.5 -112
270.94 643.0 483
273.67 684.0 499
153.79 24.0 -67
209.04 686.0 554
256.37 643.0 512
170.19 -6.0 -101
317.48 589.0  385.
286.19 544.0 423

0

.0

0

0

Change represents the

QOO OO0 OO0 OO0 oOuIo ooo

840.0 207 1396
845.0 216 1416
63.0 -375 431
943.0 231 1739
870.5 34 2889
63.0 -1049 1525
849.0 163 1386
835.0 122 1580
91.0 -622 532
863.0 114 1823
878.0 243 1524
71.0 -1005 427
908. 0 217 1481
829.0 233 1371
56.0 -411 249
866. 0 241 1336
895.0 169 1661
78.0 -348 599

change from Baseline

10SEP2020 06: 25



Protocol : 207966 Page 1 of 1
Popul ation: Intent-to-Treat Exposed

Tabl e 2. 04
Statistical Analysis of Change from Miintenance Baseline in CD4+ Cell Count (cells/mt3)
at Week 48 - Overall - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weks)
Hedges’ ¢
Adj ust ed Di fference[ 2] Hedges’ ¢
Tr eat ment N n Mean[ 1] S. E (95% Cl) P-value (S.E) 95% Cl P-val ue
@sw 327 305 -5.19 8.353 10.23 0. 468 0. 0627 (-0.0972, 0.2225) 0. 442
(-17.44, 37.90) (0.08136)

AW 327 298 -15.42 11. 326

[1] Adjusted nean is the estimated nmean change from Baseline at Wek 48 in each arm cal cul ated from MVRM
nmodel with the followi ng variables: treatnent, visit, treatnent*visit, Baseline CD4+ cell count, with visit
as the repeated factor. No assunptions were nade about the correl ati ons between subject readings of CD4+
cell count i.e. the correlation matrix for within-subject errors is unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

P 10SEP2020 06: 25



Protocol : 207966 Page 1 of 10
Popul ation: Intent-to-Treat Exposed
Table 2.05
Statistical Analysis of Change from Miintenance Baseline in CD4+ Cell Count (cells/mt3)
at Week 48 by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Subgroup: Age (years) (<35 vs. 35 - <50 vs. >=50)
Cat egory: <35

Hedges' ¢
Adj ust ed Di fference[ 2] Inter[3] Hedges
Tr eat nent N n Mean[l] S E (95% Cl) P-val ue P-value (S.E) 95% Cl P-val ue
@aBwW 84 79 41.48  19.286 67.19 0.012 0.043 0. 2096 (-0.0946, 0.5139) 0.177
(15. 11, 119.26) (0.15491)
aw 98 88 -25.70 18.159

[1] For each subgroup, adjusted nean is the estinmated nean change from Baseline at Wek 48 in each

arm cal cul ated fromrepeated neasures nodel with the follow ng variables: treatnment, visit, subgroup
treatment*visit, treatnent*subgroup, visit*subgroup, treatnent*visit*subgroup, Baseline CD4+ cell count,
with visit as the repeated factor. No assunptions were nmade about the correl ati ons between subject

readi ngs of CD4+ cell count i.e. the correlation matrix for w thin-subject errors is unstructured.

[2] Difference: @BW- Q4W

[3] Inter = Interaction between each subgroup and treatnment.

Note: MVRM = M xed Mbdel Repeated Measures.

RED 10SEP2020 06: 25



Protocol : 207966 Page 2 of 10
Popul ation: Intent-to-Treat Exposed
Table 2.05
Statistical Analysis of Change from Miintenance Baseline in CD4+ Cell Count (cells/mt3)
at Week 48 by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Subgroup: Age (years) (<35 vs. 35 - <50 vs. >=50)
Category: 35 - <50

Hedges' ¢
Adj ust ed Di fference[ 2] Inter[3] Hedges
Tr eat nent N n Mean[l] S E (95% Cl) P-val ue P-value (S.E) 95% Cl P-val ue
@aBwW 154 142 -9.04 14.362 7.97 0.700 0.043 0. 0319 (-0.2057, 0.2695) 0.792
(-32.68, 48.61) (0.12099)
(0”AVY 143 131 -17.01 14.901

[1] For each subgroup, adjusted nean is the estinmated nean change from Baseline at Wek 48 in each

arm cal cul ated fromrepeated neasures nodel with the follow ng variables: treatnment, visit, subgroup
treatment*visit, treatnent*subgroup, visit*subgroup, treatnent*visit*subgroup, Baseline CD4+ cell count,
with visit as the repeated factor. No assunptions were nmade about the correl ati ons between subject

readi ngs of CD4+ cell count i.e. the correlation matrix for w thin-subject errors is unstructured.

[2] Difference: @BW- Q4W

[3] Inter = Interaction between each subgroup and treatnment.

Note: MVRM = M xed Mbdel Repeated Measures.

RED 10SEP2020 06: 25



Protocol : 207966 Page 3 of 10
Popul ation: Intent-to-Treat Exposed
Table 2.05
Statistical Analysis of Change from Miintenance Baseline in CD4+ Cell Count (cells/mt3)
at Week 48 by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Subgroup: Age (years) (<35 vs. 35 - <50 vs. >=50)
Cat egory: >=50

Hedges' ¢
Adj ust ed Di fference[ 2] Inter[3] Hedges
Tr eat nent N n Mean[l] S E (95% Cl) P-val ue P-value (S.E) 95% Cl P-val ue
@aBwW 89 84 -44.08 18.715 -45.90 0.087 0.043 -0. 1422 (-0.4497, 0.1654) 0.364
(-98.51, 6.70) (0.15658)
aw 86 79 1.82 19. 162

[1] For each subgroup, adjusted nean is the estinmated nean change from Baseline at Wek 48 in each

arm cal cul ated fromrepeated neasures nodel with the follow ng variables: treatnment, visit, subgroup
treatment*visit, treatnent*subgroup, visit*subgroup, treatnent*visit*subgroup, Baseline CD4+ cell count,
with visit as the repeated factor. No assunptions were nmade about the correl ati ons between subject

readi ngs of CD4+ cell count i.e. the correlation matrix for w thin-subject errors is unstructured.

[2] Difference: @BW- Q4W

[3] Inter = Interaction between each subgroup and treatnment.

Note: MVRM = M xed Mbdel Repeated Measures.

RED 10SEP2020 06: 25



Protocol : 207966 Page 4 of 10
Popul ation: Intent-to-Treat Exposed
Table 2.05
Statistical Analysis of Change from Miintenance Baseline in CD4+ Cell Count (cells/mt3)
at Week 48 by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Subgroup: Sex at Birth (Fenale vs. Mle)
Cat egory: Fenmal e

Hedges' ¢
Adj ust ed Di fference[ 2] Inter[3] Hedges
Tr eat nent N n Mean[l] S E (95% Cl) P-val ue P-value (S.E) 95% Cl P-val ue
@aBwW 73 63 -45.02  21.427 -43.38 0.150 0.442 -0. 1175 (-0.4644, 0.2293) 0.506
(-102. 51, (0.17661)
15. 76)
AW 75 65 -1.64 21.149

[1] For each subgroup, adjusted nean is the estinmated nean change from Baseline at Wek 48 in each

arm cal cul ated fromrepeated neasures nodel with the follow ng variables: treatnment, visit, subgroup
treatment*visit, treatnent*subgroup, visit*subgroup, treatnent*visit*subgroup, Baseline CD4+ cell count,
with visit as the repeated factor. No assunptions were nmade about the correl ati ons between subject

readi ngs of CD4+ cell count i.e. the correlation matrix for w thin-subject errors is unstructured.

[2] Difference: @BW- Q4W

[3] Inter = Interaction between each subgroup and treatnment.

Note: MVRM = M xed Mbdel Repeated Measures.

RED 10SEP2020 06: 25



Protocol : 207966 Page 5 of 10
Popul ation: Intent-to-Treat Exposed
Tabl e 2. 05

Statistical Analysis of Change from Miintenance Baseline in CD4+ Cell Count (cells/mt3)
at Week 48 by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Subgroup: Sex at Birth (Fenale vs. Mle)
Cat egory: Mal e

Hedges' ¢
Adj ust ed Di fference[ 2] Inter[3] Hedges
Tr eat nent N n Mean[l] S E (95% Cl) P-val ue P-value (S.E) 95% Cl P-val ue
@aBwW 254 242  5.17 11.107 23.15 0.144  0.442 0.1212 (-0.0590, 0.3013) 0.187
(-7.91, 54.20) (0.09173)
aw 252 233 -17.98 11.234

[1] For each subgroup, adjusted nean is the estinmated nean change from Baseline at Wek 48 in each

arm cal cul ated fromrepeated neasures nodel with the follow ng variables: treatnment, visit, subgroup
treatment*visit, treatnent*subgroup, visit*subgroup, treatnent*visit*subgroup, Baseline CD4+ cell count,
with visit as the repeated factor. No assunptions were nmade about the correl ati ons between subject

readi ngs of CD4+ cell count i.e. the correlation matrix for w thin-subject errors is unstructured.

[2] Difference: @BW- Q4W

[3] Inter = Interaction between each subgroup and treatnment.

Note: MVRM = M xed Mbdel Repeated Measures.

RED 10SEP2020 06: 25



Protocol : 207966 Page 6 of 10
Popul ation: Intent-to-Treat Exposed
Table 2.05
Statistical Analysis of Change from Miintenance Baseline in CD4+ Cell Count (cells/mt3)
at Week 48 by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Subgroup: Race (White vs. Non-Wite)
Cat egory: Wiite

Hedges' ¢
Adj ust ed Di fference[ 2] Inter[3] Hedges
Tr eat nent N n Mean[l] S E (95% Cl) P-val ue P-value (S.E) 95% Cl P-val ue
@aBwW 238 225 2.37 11.503 26.75 0.096 0.079 0. 1376 (-0.0455, 0.3207) 0.141
(-4.81, 58.30) (0.09324)
aw 256 235 -24.38 11.195

[1] For each subgroup, adjusted nean is the estinmated nean change from Baseline at Wek 48 in each

arm cal cul ated fromrepeated neasures nodel with the follow ng variables: treatnment, visit, subgroup
treatment*visit, treatnent*subgroup, visit*subgroup, treatnent*visit*subgroup, Baseline CD4+ cell count,
with visit as the repeated factor. No assunptions were nmade about the correl ati ons between subject

readi ngs of CD4+ cell count i.e. the correlation matrix for w thin-subject errors is unstructured.

[2] Difference: @BW- Q4W

[3] Inter = Interaction between each subgroup and treatnment.

Note: MVRM = M xed Mbdel Repeated Measures.

RED 10SEP2020 06: 25



Protocol : 207966 Page 7 of 10
Popul ation: Intent-to-Treat Exposed
Table 2.05
Statistical Analysis of Change from Miintenance Baseline in CD4+ Cell Count (cells/mt3)
at Week 48 by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Subgroup: Race (White vs. Non-Wite)
Cat egory: Non-White

Hedges' ¢
Adj ust ed Di fference[ 2] Inter[3] Hedges
Tr eat nent N n Mean[l] S E (95% Cl) P-val ue P-value (S.E) 95% Cl P-val ue
@aBwW 89 80 -26.71 19.104 -48.25 0.094 0.079 -0. 1386 (-0.4691, 0.1919) 0.410
(-104.72, 8.22) (0.16828)
(0”AVY 71 63 21.53 21.510

[1] For each subgroup, adjusted nean is the estinmated nean change from Baseline at Wek 48 in each

arm cal cul ated fromrepeated neasures nodel with the follow ng variables: treatnment, visit, subgroup
treatment*visit, treatnent*subgroup, visit*subgroup, treatnent*visit*subgroup, Baseline CD4+ cell count,
with visit as the repeated factor. No assunptions were nmade about the correl ati ons between subject

readi ngs of CD4+ cell count i.e. the correlation matrix for w thin-subject errors is unstructured.

[2] Difference: @BW- Q4W

[3] Inter = Interaction between each subgroup and treatnment.

Note: MVRM = M xed Mbdel Repeated Measures.

RED 10SEP2020 06: 25



Protocol : 207966 Page 8 of 10
Popul ation: Intent-to-Treat Exposed
Tabl e 2. 05

Statistical Analysis of Change from Miintenance Baseline in CD4+ Cell Count (cells/mt3)
at Week 48 by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Subgroup: Region (North Anerica vs. Europe vs. Rest of World)
Category: North Anerica

Hedges' ¢
Adj ust ed Di fference[ 2] Inter[3] Hedges
Tr eat nent N n Mean[l] S E (95% Cl) P-val ue P-value (S.E) 95% Cl P-val ue
@aBwW 118 111 -8.00 16.402 6.54 0.773 0.014 0. 0238 (-0.2345, 0.2821) 0.856
(-37.96, 51.04) (0.13152)
aw 135 120 -14.54 15.621

[1] For each subgroup, adjusted nean is the estinmated nean change from Baseline at Wek 48 in each

arm cal cul ated fromrepeated neasures nodel with the follow ng variables: treatnment, visit, subgroup
treatment*visit, treatnent*subgroup, visit*subgroup, treatnent*visit*subgroup, Baseline CD4+ cell count,
with visit as the repeated factor. No assunptions were nmade about the correl ati ons between subject

readi ngs of CD4+ cell count i.e. the correlation matrix for w thin-subject errors is unstructured.

[2] Difference: @BW- Q4W

[3] Inter = Interaction between each subgroup and treatnment.

Note: MVRM = M xed Mbdel Repeated Measures.

RED 10SEP2020 06: 25



Protocol : 207966 Page 9 of 10
Popul ation: Intent-to-Treat Exposed
Tabl e 2. 05

Statistical Analysis of Change from Miintenance Baseline in CD4+ Cell Count (cells/mt3)
at Week 48 by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Subgroup: Region (North Anerica vs. Europe vs. Rest of World)
Cat egory: Europe

Hedges' ¢
Adj ust ed Di fference[ 2] Inter[3] Hedges
Tr eat nent N n Mean[l] S E (95% Cl) P-val ue P-value (S.E) 95% Cl P-val ue
@aBwW 165 155 7.90 13.873 30.90 0.123 0.014 0.1281 (-0.0994, 0.3557) 0.269
(-8.34, 70.15) (0.11586)
aw 155 143 -23.00 14.375

[1] For each subgroup, adjusted nean is the estinmated nean change from Baseline at Wek 48 in each

arm cal cul ated fromrepeated neasures nodel with the follow ng variables: treatnment, visit, subgroup
treatment*visit, treatnent*subgroup, visit*subgroup, treatnent*visit*subgroup, Baseline CD4+ cell count,
with visit as the repeated factor. No assunptions were nmade about the correl ati ons between subject

readi ngs of CD4+ cell count i.e. the correlation matrix for w thin-subject errors is unstructured.

[2] Difference: @BW- Q4W

[3] Inter = Interaction between each subgroup and treatnment.

Note: MVRM = M xed Mbdel Repeated Measures.

RED 10SEP2020 06: 25



Protocol : 207966 Page 10 of 10
Popul ation: Intent-to-Treat Exposed
Table 2.05
Statistical Analysis of Change from Miintenance Baseline in CD4+ Cell Count (cells/mt3)
at Week 48 by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Subgroup: Region (North Anerica vs. Europe vs. Rest of World)
Cat egory: Rest of World

Hedges' ¢
Adj ust ed Di fference[ 2] Inter[3] Hedges
Tr eat nent N n Mean[l] S E (95% Cl) P-val ue P-value (S.E) 95% Cl P-val ue
@aBwW 44 39 -50.04 27.431 -71.15 0.077 0.014 - 0. 1469 (-0.6037, 0.3099) 0.528
(-149.92, 7.63) (0.23258)
aw 37 35 21.10 29.266

[1] For each subgroup, adjusted nean is the estinmated nean change from Baseline at Wek 48 in each

arm cal cul ated fromrepeated neasures nodel with the follow ng variables: treatnment, visit, subgroup
treatment*visit, treatnent*subgroup, visit*subgroup, treatnent*visit*subgroup, Baseline CD4+ cell count,
with visit as the repeated factor. No assunptions were nmade about the correl ati ons between subject

readi ngs of CD4+ cell count i.e. the correlation matrix for w thin-subject errors is unstructured.

[2] Difference: @BW- Q4W

[3] Inter = Interaction between each subgroup and treatnment.

Note: MVRM = M xed Mbdel Repeated Measures.

RED 10SEP2020 06: 25



Prot ocol : 207966 Page 1 of 1

Popul ation: Safety

Tabl e 3.25
Anal ysis of Proportion of Subjects with any New Onset of an "H V-infection stage 3"
Event (Mai ntenance Phase) - Overall - ATLAS-2M (Prior CAB + RPV of 0 Weeks)
W AW OR (95%1) RD (95%Cl) RR (95%Cl)
Cat egory (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Overal | 0/ 327 2/ 327 (<19 <0. 0001 NC <0. 0001
(<0.0001, -) (<0.0001, -)
/>0.999 />0.999
Note: OR = Odds Ratio; RD = Risk Difference(in percentages); RR = Relative Risk
RD, OR and RR are obtained fromgennod nodels (link = identity, logit or log, respectively)
with no covariate adjustnment. NC = Not Cal cul able. Zero counts for AEs in either
tical estimates.

treatnent group may lead to unreliable statis
PPD 21SEP2020 05: 41



Protocol : 207966 Page 1 of 21
Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: Life Satisfaction Transforned Total Score

Act ua
Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Overal | W 327 Baseline 327 85.9 15.70 87.5 75.0 100.0 0 100
Week 24 318 87.6 14.33 93.8 75.0 100.0 31 100
Week 48 310 85.6 16.52 93.8 75.0 100.0 6 100
w8 CFB 310 -0.5 15.04 0.0 -6.3 6.3 -75 100
Aaw 327 Baseline 327 84.5 17.05 87.5 75.0 100.0 0 100
Week 24 324 84.0 18.47 90. 6 75.0 100.0 0 100
Week 48 310 85.3 17.44 93.8 75.0 100.0 6 100
w8 CFB 310 0.9 17.24 0.0 -6.3 6.3 -75 69

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57



Protocol : 207966 Page 2 of 21
Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: Life Satisfaction Transforned Total Score

Act ua

Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Age (years) <35 W 84 Baseline 84 86.2 16.71 93.8 75.0 100.0 0 100
Week 24 81 85.2 16.25 87.5 75.0 100.0 31 100
Week 48 80 88.7 13.75 93.8 75.0 100.0 50 100
w8 CFB 80 3.1 17.11 0.0 0.0 6.3 -31 100
Aaw 98 Baseline 98 84.3 17.68 87.5 75.0 100.0 0 100
Week 24 97 83.1 18.25 87.5 75.0 100.0 38 100
Week 48 92 84.8 18.26 93.8 75.0 100.0 25 100
w8 CFB 92 1.0 16.86 0.0 -3.1 6.3 -75 69
35 - <50 @&wW 154 Basel i ne 154 85.2 15.77 87.5 75.0 100.0 13 100
Week 24 148 88.7 13.01 93.8 75.0 100.0 44 100
Week 48 144 82.9 18.31 87.5 75.0 100.0 6 100
wi8 CFB 144 -3.0 13.97 0.0 -6.3 3.1 -75 25
AW 143 Basel i ne 143 84.0 17.31 87.5 75.0 100.0 0 100
Week 24 141 83.7 18.39 87.5 75.0 100.0 0 100
Week 48 136 84.4 17.76 87.5 75.0 100.0 6 100
w8 CFB 136 0.5 18.52 0.0 -6.3 6.3 -44 69

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57



Protocol : 207966 Page 3 of 21
Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: Life Satisfaction Transforned Total Score

Act ua
Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Age (years) >=50 W 89 Basel i ne 89 86.8 14.67 87.5 81.3 100.0 38 100
Week 24 89 87.9 14.49 93.8 81.3 100.0 44 100
Week 48 86 87.3 15.11 93.8 81.3 100.0 38 100
w8 CFB 86 0.4 14.08 0.0 -6.3 6.3 -44 50
Aaw 86 Baseline 86 85.8 15.97 87.5 75.0 100.0 31 100
Week 24 86 85.5 18.97 93.8 75.0 100.0 19 100
Week 48 82 87.3 15.94 93.8 75.0 100.0 38 100
w8 CFB 82 1.7 15.53 0.0 -6.3 6.3 -31 56

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57



Protocol : 207966 Page 4 of 21
Popul ation: Intent-to-Treat Exposed
Tabl e 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: Life Satisfaction Transforned Total Score

Act ua
Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Sex at Femal e W 73 Baseline 73 84.4 18.28 87.5 75.0 100.0 13 100
Birth
Week 24 70 86.6 14.87 90.6 75.0 100.0 50 100
Week 48 66 84.5 17.41 87.5 75.0 100.0 25 100
wi8 CFB 66 0.1 17.83 0.0 -6.3 6.3 -75 50
AW 75 Baseline 75 82.8 20.22 87.5 75.0 100.0 0 100
Week 24 74 83.4 20.07 90.6 75.0 100.0 19 100
Week 48 66 84.8 17.65 90.6 75.0 100.0 31 100
w8 CFB 66 3.1 19.06 0.0 -6.3 6.3 -44 69
Mal e @sw 254 Baseline 254 86.3 14.88 87.5 75.0 100.0 0 100
Week 24 248 87.8 14.20 93.8 75.0 100.0 31 100
Week 48 244 85.9 16.30 93.8 75.0 100.0 6 100
w8 CFB 244 -0.6 14.23 0.0 -6.3 6.3 -63 100
Aaw 252 Baseline 252 85.0 16.00 87.5 75.0 100.0 0 100
Week 24 250 84.2 18.00 90.6 75.0 100.0 0 100
Week 48 244 85.4 17.41 93.8 75.0 100.0 6 100
wi8 CFB 244 0.4 16.70 0.0 -6.3 6.3 -75 69

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57



Protocol : 207966 Page 5 of 21
Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: Life Satisfaction Transforned Total Score

Act ua

Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Race Wi te W 238 Baseline 238 85.1 15.94 87.5 75.0 100.0 0 100
Week 24 232 87.4 14.53 93.8 75.0 100.0 31 100
Week 48 226 85.3 16.32 87.5 75.0 100.0 6 100
w8 CFB 226 -0.1 14.67 0.0 -6.3 6.3 -63 100
Aaw 256 Baseline 256 84.3 17.02 87.5 75.0 100.0 0 100
Week 24 253 84.2 18.40 93.8 75.0 100.0 0 100
Week 48 245 85.0 17.05 87.5 75.0 100.0 6 100
w8 CFB 245 0.8 17.21 0.0 -6.3 6.3 -75 69
Non- White QBW 89 Baseline 89 88.1 14.89 93.8 75.0 100.0 38 100
Week 24 86 87.9 13.87 93.8 75.0 100.0 44 100
Week 48 84 86.5 17.12 93.8 75.0 100.0 25 100
wi8 CFB 84 -1.5 16.05 0.0 -6.3 3.1 -75 56
AW 71 Baseline 71 85.3 17.23 93.8 75.0 100.0 31 100
Week 24 71 83.1 18.82 87.5 75.0 100.0 25 100
Week 48 65 86.3 18.91 93.8 75.0 100.0 25 100
w8 CFB 65 1.4 17.46 0.0 0.0 6.3 -38 50

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57



Protocol : 207966 Page 6 of 21
Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: Life Satisfaction Transforned Total Score

Act ua

Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Regi on North @BW 118 Basel i ne 118 86.9 14.55 87.5 75.0 100. 0 44 100

Anerica

Week 24 116 87.7 14.99 93.8 81.3 100.0 31 100
Week 48 113 84.8 18.93 93.8 75.0 100.0 6 100
wi8 CFB 113 -2.0 14.48 0.0 -6.3 6.3 -75 31
AW 135 Baseline 135 87.3 15.06 93.8 81.3 100.0 31 100
Week 24 134 84.9 17.68 93.8 75.0 100.0 19 100
Week 48 127 85.4 16.95 93.8 75.0 100.0 25 100
wi8 CFB 127 -1.9 15.32 0.0 -12.5 6.3 -38 63
Eur ope W 165 Basel i ne 165 85.3 16.40 87.5 75.0 100.0 0 100
Week 24 161 87.8 13.63 93.8 75.0 100.0 44 100
Week 48 157 85.3 15.41 87.5 75.0 100.0 38 100
w8 CFB 157 -0.6 14.96 0.0 -6.3 6.3 -44 100
Aaw 155 Basel i ne 155 82.3 18.47 87.5 75.0 100.0 0 100
Week 24 154 83.5 18.44 87.5 75.0 100.0 0 100
Week 48 148 84.2 18.36 87.5 75.0 100.0 6 100
wi8 CFB 148 2.2 18.40 0.0 -6.3 6.3 -75 69

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57
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Popul ation: Intent-to-Treat Exposed
Tabl e 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: Life Satisfaction Transforned Total Score

Act ua
Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Regi on Rest of @BW 44 Basel i ne 44 85.4 16.17 90. 6 75.0 100. 0 38 100
Vor | d
Week 24 41 86.0 15.36 87.5 75.0 100.0 56 100
Week 48 40 89.2 12.97 93.8 81.3 100.0 50 100
wi8 CFB 40 4.5 16.20 0.0 0.0 6.3 -19 56
AW 37 Baseline 37 83.8 16.63 87.5 75.0 100.0 50 100
Week 24 36 82.6 21.60 90.6 71.9 100.0 25 100
Week 48 35 89.6 14.69 100.0 81.3 100.0 38 100
w8 CFB 35 6.3 17.35 0.0 0.0 12.5 -25 50

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57
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Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: H V Medication Transfornmed Total Score

Act ua
Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Overal | W 327 Baseline 327 91.6 14.18 95.0 90.0 100.0 0 100
Week 24 318 94.4 13.11 100.0 95.0 100.0 0 100
Week 48 310 95.3 9.25 100.0 95.0 100.0 45 100
w8 CFB 310 3.7 14.82 0.0 0.0 5.0 -50 100
Aaw 327 Baseline 327 90.2 13.29 95.0 85.0 100.0 20 100
Week 24 324 92.9 12.69 100.0 90.0 100.0 30 100
Week 48 310 92.7 13.34 100.0 90.0 100.0 0 100
w8 CFB 310 2.8 14.93 0.0 0.0 5.0 -75 80

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57
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Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: H V Medication Transfornmed Total Score

Act ua

Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Age (years) <35 W 84 Baseline 84 92.0 12.49 95.0 90.0 100.0 50 100
Week 24 81 96.2 8.74 100.0 100.0 100.0 55 100
Week 48 80 96.6 6.04 100.0 95.0 100.0 70 100
w8 CFB 80 4.4 11.06 0.0 0.0 7.5 -25 35
Aaw 98 Baseline 98 89.7 12.31 95.0 80.0 100.0 50 100
Week 24 97 91.0 14.36 100.0 90.0 100.0 30 100
Week 48 92 91.7 15.18 100.0 90.0 100.0 0 100
w8 CFB 92 2.1 15.45 0.0 0.0 5.0 -70 50
35 - <50 @&wW 154 Basel i ne 154 91.0 16.03 100.0 90.0 100.0 0 100
Week 24 148 94.9 11.04 100.0 95.0 100.0 25 100
Week 48 144 95.1 10.55 100.0 95.0 100.0 45 100
wi8 CFB 144 4.1 17.15 0.0 0.0 5.0 -50 100
AW 143 Basel i ne 143 90.3 11.42 95.0 85.0 100.0 50 100
Week 24 141 94.1 11.67 100.0 95.0 100.0 30 100
Week 48 136 92.4 13.61 100.0 90.0 100.0 0 100
w8 CFB 136 2.4 14.67 0.0 0.0 10.0 -75 40

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57
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Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: H V Medication Transfornmed Total Score

Act ua
Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Age (years) >=50 W 89 Basel i ne 89 92.1 12.22 100.0 90.0 100.0 50 100
Week 24 89 91.8 18.31 100.0 90.0 100.0 0 100
Week 48 86 94.6 9.37 100.0 95.0 100.0 60 100
w8 CFB 86 2.5 13.69 0.0 0.0 5.0 -40 50
Aaw 86 Baseline 86 90.5 16.93 100.0 90.0 100.0 20 100
Week 24 86 92.9 12.16 100.0 90.0 100.0 45 100
Week 48 82 94.4 10.38 100.0 90.0 100.0 35 100
w8 CFB 82 4.1 14.88 0.0 0.0 5.0 -30 80

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57
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Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: H V Medication Transfornmed Total Score

Act ua
Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Sex at Femal e W 73 Baseline 73 85.0 21.94 95.0 75.0 100.0 0 100
Birth
Week 24 70 91.8 14.52 100.0 90.0 100.0 25 100
Week 48 66 92.2 12.80 100.0 90.0 100.0 45 100
wi8 CFB 66 7.7 25.19 0.0 0.0 10.0 -50 100
AW 75 Baseline 75 89.3 13.55 95.0 80.0 100.0 25 100
Week 24 74 89.8 17.51 100.0 90.0 100.0 30 100
Week 48 66 92.3 12.00 100.0 90.0 100.0 50 100
w8 CFB 66 3.8 12.56 0.0 0.0 10.0 -30 40
Mal e @sw 254 Baseline 254 93.4 10.29 100.0 90.0 100.0 45 100
Week 24 248 95.1 12.61 100.0 95.0 100.0 0 100
Week 48 244 96. 2 7.85 100.0 95.0 100.0 50 100
w8 CFB 244 2.6 10.19 0.0 0.0 5.0 -40 55
Aaw 252 Baseline 252 90.5 13.23 95.0 85.0 100.0 20 100
Week 24 250 93.8 10.74 100.0 90.0 100.0 40 100
Week 48 244 92.8 13.71 100.0 90.0 100.0 0 100
wi8 CFB 244 2.5 15.53 0.0 0.0 5.0 -75 80

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57
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Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: H V Medication Transfornmed Total Score

Act ua

Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Race Wi te W 238 Baseline 238 91.5 14.40 97.5 90.0 100.0 0 100
Week 24 232 95.2 11.60 100.0 95.0 100.0 0 100
Week 48 226 95.9 8.14 100.0 95.0 100.0 50 100
w8 CFB 226 4.2 14.30 0.0 0.0 5.0 -30 100
Aaw 256 Baseline 256 89.4 13.78 95.0 80.0 100.0 20 100
Week 24 253 92.8 12.72 100.0 90.0 100.0 30 100
Week 48 245 92.4 13.91 100.0 90.0 100.0 0 100
w8 CFB 245 3.1 16.10 0.0 0.0 10.0 -75 80
Non- White QBW 89 Baseline 89 91.6 13.63 95.0 90.0 100.0 50 100
Week 24 86 92.2 16.39 100.0 95.0 100.0 15 100
Week 48 84 93.9 11.65 100.0 90.0 100.0 45 100
wi8 CFB 84 2.5 16.14 0.0 0.0 5.0 -50 50
AW 71 Baseline 71 92.9 11.04 100.0 90.0 100.0 50 100
Week 24 71 92.9 12.64 100.0 90.0 100.0 50 100
Week 48 65 93.8 11.00 100.0 90.0 100.0 50 100
w8 CFB 65 1.5 9.30 0.0 0.0 5.0 -25 25

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57
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Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: H V Medication Transfornmed Total Score

Act ua

Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Regi on North W 118 Basel i ne 118 92.6 11.47 95.0 90.0 100.0 50 100

Aneri ca

Week 24 116 92.5 17.98 100.0 95.0 100.0 0 100
Week 48 113 95.3 9.14 100.0 95.0 100.0 50 100
wi8 CFB 113 2.3 11.40 0.0 0.0 5.0 -50 50
AW 135 Baseline 135 92.2 12.54 100.0 90.0 100.0 20 100
Week 24 134 95.0 9.75 100.0 95.0 100.0 50 100
Week 48 127 94.6 9.51 100.0 90.0 100.0 50 100
wi8 CFB 127 2.6 12.67 0.0 0.0 5.0 -30 80
Eur ope W 165 Basel i ne 165 90.5 16.40 100.0 90.0 100.0 0 100
Week 24 161 95.4 9.12 100.0 95.0 100.0 55 100
Week 48 157 95.3 9.68 100.0 95.0 100.0 45 100
w8 CFB 157 4.8 16.92 0.0 0.0 5.0 -30 100
Aaw 155 Basel i ne 155 88.6 13.46 95.0 80.0 100.0 25 100
Week 24 154 91.4 14.17 100.0 90.0 100.0 30 100
Week 48 148 91.4 14.43 97.5 87.5 100.0 0 100
wi8 CFB 148 3.1 15.89 0.0 -2.5 10.0 -75 50

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57
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Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: H V Medication Transfornmed Total Score

Act ua
Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Regi on Rest of W 44 Basel i ne 44 93.0 11.43 100.0 90.0 100.0 50 100
Vor | d
Week 24 41 95.6 9.10 100.0 95.0 100.0 50 100
Week 48 40 95.6 7.94 100.0 90.0 100.0 60 100
wi8 CFB 40 3.4 14.47 0.0 0.0 10.0 -35 50
AW 37 Baseline 37 89.5 14.57 95.0 80.0 100.0 50 100
Week 24 36 91.0 14.68 100.0 85.0 100.0 40 100
Week 48 35 91.6 19.01 100.0 90.0 100.0 0 100
w8 CFB 35 2.1 18.40 0.0 -5.0 10.0 -70 50

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57
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Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: Di scl osure Worries Transforned Total Score

Act ua
Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Overal | W 327 Baseline 326 65.3 30.16 75.0 40.0 90.0 0 100
Week 24 318 66.0 30.10 75.0 45.0 90.0 0 100
Week 48 310 64.4 31.78 70.0 40.0 95.0 0 100
w8 CFB 309 -0.6 28.38 0.0 -10.0 10.0 -95 100
Aaw 327 Baseline 327 65.7 30.72 75.0 40.0 95.0 0 100
Week 24 324 67.0 31.26 77.5 40.0 95.0 0 100
Week 48 310 65.2 31.31 75.0 40.0 90.0 0 100
w8 CFB 310 -0.6 24.04 0.0 -10.0 10.0 -80 85

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57
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Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: Di scl osure Worries Transforned Total Score

Act ua

Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Age (years) <35 W 84 Baseline 84 70.4 27.69 80.0 57.5 92.5 0 100
Week 24 81 70.5 27.78 80.0 50.0 90.0 0 100
Week 48 80 70.4 29.24 85.0 57.5 95.0 0 100
w8 CFB 80 -0.2 26.20 0.0 -7.5 10.0 -80 70
Aaw 98 Baseline 98 66.3 30.28 72.5 45.0 95.0 0 100
Week 24 97 66.2 31.84 75.0 45.0 95.0 0 100
Week 48 92 66.5 31.18 77.5 47.5 90.0 0 100
w8 CFB 92 0.1 28.12 0.0 -12.5 15.0 -80 85
35 - <50 @&wW 154 Basel i ne 154 60.7 31.64 65.0 35.0 90.0 0 100
Week 24 148 61.2 31.29 65.0 35.0 90.0 0 100
Week 48 144 59.2 31.60 62.5 30.0 90.0 0 100
wi8 CFB 144 -0.9 30.59 0.0 -10.0 10.0 -95 100
AW 143 Basel i ne 143 65.6 30.42 75.0 45.0 95.0 0 100
Week 24 141 67.7 30.11 80.0 45.0 95.0 0 100
Week 48 136 65.7 30.64 75.0 45.0 95.0 0 100
w8 CFB 136 -0.4 21.74 0.0 -10.0 10.0 -75 85

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57
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Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: Di scl osure Worries Transforned Total Score

Act ua
Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Age (years) >=50 W 89 Baseline 88 68.5 28.86 75.0 50.0 90.0 0 100
Week 24 89 69.8 29.26 75.0 50.0 95.0 0 100
Week 48 86 67.4 33.31 80.0 35.0 95.0 0 100
w8 CFB 85 -0.6 26.75 0.0 -10.0 15.0 -75 60
Aaw 86 Baseline 86 65.1 32.04 75.0 40.0 95.0 0 100
Week 24 86 66.8 32.75 77.5 40.0 100.0 0 100
Week 48 82 63.0 32.79 70.0 40.0 95.0 0 100
w8 CFB 82 -1.6 22.96 0.0 -10.0 5.0 -60 80

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57



Protocol : 207966
Popul ation: Intent-to-Treat Exposed

Page 18

Tabl e 6.01

Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries

by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: Di scl osure Worries Transforned Total Score

Act ua
Rel ati ve
Subgr oup Cat egory Treat nent N Time

of 21

Sex at Fenal e ;W 73 Baseline

Week 24
Week 48
W8 CFB

Aw 75 Basel i ne
Week 24
Week 48
W8 CFB

Mal e W 254 Basel i ne
Week 24
Week 48
Wi8 CFB

AW 252 Basel i ne
Week 24
Week 48
W8 CFB

Not e: Sunmmari es at each visit are for actual val ue

3&)Véek 48, cal cul ated for subjects with both Baseli ne and Wek 48 dat a.

254
248
244
244

252
250
244
244

S,

Mean SD Medi an QA @

57.2 31.95 60.0 27.5 87.5
58.5 31.84 60.0 35.0 90.0
55.6 35.67 55.0 25.0 90.0
-1.1 36.98 0.0 -15.0 20.0
54.5 34.10 50.0 25.0 90.0
59.7 32.71 60.0 30.0 90.0
52.7 32.26 45.0 20.0 80.0
-1.2 20.68 0.0 -10.0 5.0
67.6 29.30 75.0 50.0 95.0
68.1 29.32 75.0 50.0 90.0
66.8 30.29 75.0 50.0 95.0
-0.5 25.71 0.0 -10.0 10.0
69.0 28.89 75.0 50.0 95.0
69.2 30.55 80.0 45.0 95.0
68.6 30.23 80.0 52.5 95.0
-0.4 24.91 0.0 -10.0 10.0

WI8 CFB represents the change from Baseline

29SEP2020 00: 57
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Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: Di scl osure Worries Transforned Total Score

Act ua

Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Race Wi te W 238 Baseline 237 64.2 29.73 70.0 40.0 90.0 0 100
Week 24 232 65.6 29.63 72.5 40.0 90.0 0 100
Week 48 226 65.4 31.03 75.0 40.0 90.0 0 100
w8 CFB 225 1.3 27.72 0.0 -5.0 15.0 -90 100
Aaw 256 Baseline 256 66.3 29.69 75.0 45.0 95.0 0 100
Week 24 253 69.0 30.18 80.0 45.0 95.0 0 100
Week 48 245 66.3 30.77 75.0 45.0 95.0 0 100
w8 CFB 245 -0.2 24.35 0.0 -10.0 10.0 -75 85
Non- White QBW 89 Baseline 89 68.4 31.24 80.0 40.0 95.0 0 100
Week 24 86 67.0 31.51 75.0 50.0 95.0 0 100
Week 48 84 61.7 33.76 65.0 30.0 95.0 0 100
wi8 CFB 84 -5.7 29.67 0.0 -20.0 10.0 -95 60
AW 71 Baseline 71 63.6 34.35 75.0 30.0 100.0 0 100
Week 24 71 60.0 34.11 70.0 30.0 90.0 0 100
Week 48 65 61.1 33.20 70.0 35.0 90.0 0 100
w8 CFB 65 -2.0 22.95 0.0 -10.0 5.0 -80 45

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57
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Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: Di scl osure Worries Transforned Total Score

Act ua

Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Regi on North @BW 118 Basel i ne 118 72.1 28.10 80.0 50.0 95.0 0 100

Anerica

Week 24 116 71.4 29.55 85.0 52.5 95.0 0 100
Week 48 113 69.5 29.59 80.0 50.0 95.0 0 100
wi8 CFB 113 -2.1 24.52 0.0 -10.0 10.0 -75 65
AW 135 Baseline 135 69.6 29.51 75.0 50.0 95.0 0 100
Week 24 134 73.7 29.34 85.0 50.0 100.0 0 100
Week 48 127 72.3 29.91 85.0 55.0 95.0 0 100
wi8 CFB 127 2.5 22.94 0.0 -10.0 10.0 -75 85
Eur ope W 165 Basel i ne 164 61.7 30.31 70.0 37.5 85.0 0 100
Week 24 161 63.3 29.55 70.0 40.0 90.0 0 100
Week 48 157 62.3 31.76 70.0 35.0 90.0 0 100
w8 CFB 156 0.3 31.00 0.0 -10.0 17.5 -95 100
Aaw 155 Basel i ne 155 60.6 30.85 65.0 35.0 85.0 0 100
Week 24 154 60.0 31.71 65.0 35.0 90.0 0 100
Week 48 148 57.9 31.26 60.0 30.0 85.0 0 100
wi8 CFB 148 -3.0 26.32 0.0 -15.0 10.0 -80 85

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57



Protocol : 207966 Page 21 of 21
Popul ation: Intent-to-Treat Exposed
Table 6.01
Summary of Quality of Life (HATQL) in Life Satisfaction, HV Medication, and D sclosure Wrries
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Domai n: Di scl osure Worries Transforned Total Score

Act ua
Rel ati ve
Subgr oup Cat egory Treat nent N Time n Mean SD Medi an Q 0] Mn. Max.
Regi on Rest of @BW 44 Basel i ne 44 60.7 32.34 62.5 32.5 90.0 0 100
Vor | d
Week 24 41 61.0 32.23 65.0 35.0 95.0 0 100
Week 48 40 58.3 36.37 65.0 20.0 100.0 0 100
wi8 CFB 40 0.0 28.40 0.0 -10.0 12.5 -75 60
AW 37 Baseline 37 72.7 31.90 85.0 55.0 100.0 5 100
Week 24 36 72.4 30.62 82.5 55.0 95.0 0 100
Week 48 35 70.6 30.29 80.0 55.0 95.0 0 100
w8 CFB 35 -1.4 15.70 0.0 -5.0 5.0 -40 45

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD 29SEP2020 00: 57



Protocol : 207966 Page 1 of 3
Popul ation: Intent-to-Treat Exposed

Tabl e 6.02
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in Life Satisfaction
H V Medi cation, and Disclosure Wrries at Week 48 - Overall - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)
Domai n: Life Satisfaction Transformed Total Score
Hedges’ g
Adj ust ed Di fference[ 2] Hedges’ g
Tr eat ment N n Mean[ 1] S. E (95% ) P-value (S.E) 95% Cl P- val ue
@:sw 327 310 -0.23 0.791 -0.64 0.581 -0. 0444 (-0.2020, 0.11231) 0.580
(-2.93, 1.65) (0.08023)
AW 327 310 0.41 0. 855

[1] Adjusted nean is the estinmated nmean change from baseline in each armcal cul ated fromrepeated
nmeasures nodel with the follow ng variables: treatment, visit, treatnment*visit, Mintenance Baseline
Score, sex at birth (female, nmale), age (<50, >=50 years), and race (white, non-white), with visit as the
repeated factor. No assunptions were nade about the correl ati ons between subject readi ngs of HATQoL
scores i.e. the correlation matrix for w thin-subject errors is unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED as 21SEP2020 03: 33



Protocol : 207966 Page 2 of 3
Popul ation: Intent-to-Treat Exposed

Tabl e 6.02
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in Life Satisfaction
H V Medi cation, and Disclosure Wrries at Week 48 - Overall - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)
Domai n: HIV Medi cation Transformed Total Score
Hedges’ g
Adj ust ed Di fference[ 2] Hedges’ g
Tr eat ment N n Mean[ 1] S. E (95% ) P-value (S.E) 95% Cl P- val ue
@:sw 327 310 4.10 0.521 2.38 0. 008 0. 2313 (0.0731, 0.3895) 0. 004
(0.62, 4.13) (0. 08052)

Aaw 327 310 1.72 0.726

[1] Adjusted nean is the estinmated nmean change from baseline in each armcal cul ated fromrepeated
nmeasures nodel with the follow ng variables: treatment, visit, treatnment*visit, Mintenance Baseline
Score, sex at birth (female, nmale), age (<50, >=50 years), and race (white, non-white), with visit as the
repeated factor. No assunptions were nade about the correl ati ons between subject readi ngs of HATQoL
scores i.e. the correlation matrix for w thin-subject errors is unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED as 21SEP2020 03: 33



Protocol : 207966 Page 3 of 3
Popul ation: Intent-to-Treat Exposed

Tabl e 6.02
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in Life Satisfaction
H V Medi cation, and Disclosure Wrries at Week 48 - Overall - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)
Domai n: Di scl osure Wirries Transformed Total Score
Hedges’ g
Adj ust ed Di fference[ 2] Hedges’ g
Tr eat ment N n Mean[ 1] S. E (95% ) P-value (S.E) 95% Cl P- val ue
@:sw 327 309 -0.64 1.465 -0.11 0.954 -0. 0047 (-0.1623, 0.1530) 0.954
(-3.91, 3.69) (0. 08029)
AW 327 310 -0.52 1. 260

[1] Adjusted nean is the estinmated nmean change from baseline in each armcal cul ated fromrepeated
nmeasures nodel with the follow ng variables: treatment, visit, treatnment*visit, Mintenance Baseline
Score, sex at birth (female, nmale), age (<50, >=50 years), and race (white, non-white), with visit as the
repeated factor. No assunptions were nade about the correl ati ons between subject readi ngs of HATQoL
scores i.e. the correlation matrix for w thin-subject errors is unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED as 21SEP2020 03: 33



Protocol : 207966 Page 1 of 12
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 03
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in
Life Satisfaction, HV Medication, and D sclosure Wrries at Wek 48
- by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Domai n: Life Satisfaction Transforned Total Score
Subgroup: Age (years) (<35 vs. 35 - <50 vs. >=50)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’'g
Category Treatnent N n (S.E) (95% ) P-val ue P-val ue (S. EB) 95% Cl P- val ue
<35 @:sw 84 80 3.04 3.29 0.137 0.715 0.1203 (-0.1796, 0.431
(1.545) (-1.05, 7.62) (0.15272) 0.4202)
Aaw 98 92 -0.25
(1.578)
35 - <60 @W 154 144 -2.83 -2.72 0.117 0.715 -0. 1277 (-0.3624, 0. 285
(1.144) (-6.11, 0.68) (0.11948) 0.1069)
Aaw 143 136 -0.11
(1.295)
>=50 @aw 89 86 1.06 -0.94 0.673 0.715 -0.0343 (-0.3370, 0.824
(1.482) (-5.32, 3.43) (0.15416) 0.2685)
aw 86 82 2.00
(1.668)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated
fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, Mintenance Baseline Score

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readi ngs of HATQoL scores i.e. the correlation matrix for within-subject
errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED mm sas 21SEP2020 03: 33



Protocol : 207966 Page 2 of 12
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 03
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in
Life Satisfaction, HV Medication, and D sclosure Wrries at Wek 48
- by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Domai n: Life Satisfaction Transforned Total Score
Subgroup: Sex at Birth (Fenale vs. Male)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’'g
Category Treatnent N n (S.E) (95% ) P-val ue P-val ue (S. EB) 95% Cl P- val ue
Femal e W 73 66 -0.65 -1.66 0.508 0.624 -0.0531  (-0.3945, 0. 760
(1.718) (-6.60, 3.27) (0.17387) 0.2884)
Aaw 75 66 1.01
(1.852)
Mal e @sw 254 244 -0.11 -0.36 0.785 0.624 -0.0221  (-0.1997, 0. 807
(0.893) (-2.95, 2.23) (0.09043) 0.1555)
Aaw 252 244 0. 25
(0.969)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated
fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, M ntenance Baseline Score,

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readi ngs of HATQoL scores i.e. the correlation matrix for within-subject
errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED mm sas 21SEP2020 03: 33



Protocol : 207966 Page 3 of 12
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 03
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in
Life Satisfaction, HV Medication, and D sclosure Wrries at Wek 48
- by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Domai n: Life Satisfaction Transforned Total Score
Subgroup: Race (Wiite vs. Non-Wite)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’'g
Category Treatnent N n (S.E) (95% ) P-val ue P-val ue (S. EB) 95% Cl P- val ue
Wi te W 238 226 -0.22 -0.51 0.702 0.954 -0.0309 (-0.2118, 0. 737
(0.927) (-3.14, 2.11) (0.09212) 0.1500)
Aaw 256 245 0. 29
(0.964)
Non- Whi te QBW 89 84 -0.30 -1.26 0.601 0.954 -0.0430 (-0.3671, 0.794
(1.526) (-5.98, 3.46) (0.16499) 0.2810)
Aaw 71 65 0.96
(1.867)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated
fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, Mintenance Baseline Score

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readi ngs of HATQoL scores i.e. the correlation matrix for within-subject
errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED mm sas 21SEP2020 03: 33



Protocol : 207966 Page 4 of 12
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 03
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in
Life Satisfaction, HV Medication, and D sclosure Wrries at Wek 48
- by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Donai n: Life Satisfaction Transfornmed Total Score
Subgroup: Region (North Anerica vs. Europe vs. Rest of World)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’'g
Category Treatnent N n (S.E) (95% ) P-val ue P-val ue (S. EB) 95% Cl P- val ue
North W 118 113 -1.33 -0. 17 0.926 0.883 -0.0075 (-0.2611, 0. 954
Areri ca (1.326) (-3.84, 3.49) (0.12916) 0. 2462)
Aaw 135 127 -1.16
(1.336)
Eur ope @sw 165 157 -0.59 -1.19 0.475 0.883 -0.0579  (-0.2827, 0.613
(1.130) (-4.45, 2.07) (0.11444) 0.1668)
Aaw 155 148 0.59
(1.259)
Rest of @aw 44 40 4.33 -1.03 0.760 0.883 -0.0250 (-0.4789, 0.914
Worl d (2.267) (-7.62, 5.57) (0.23117) 0.4290)
aw 37 35 5.36
(2.568)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated
fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, Mintenance Baseline Score

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readi ngs of HATQoL scores i.e. the correlation matrix for within-subject
errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED mm sas 21SEP2020 03: 33



Protocol : 207966 Page 5 of 12
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 03
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in
Life Satisfaction, HV Medication, and D sclosure Wrries at Wek 48
- by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Domai n: H V Medication Transfornmed Total Score
Subgroup: Age (years) (<35 vs. 35 - <50 vs. >=50)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’'g
Category Treatnent N n (S.E) (95% ) P-val ue P-val ue (S. EB) 95% Cl P- val ue
<35 @:sw 84 80 5.12 4.62 0.006 0.027 0. 2353 (-0.0649, 0.124
(1.033) (1.31, 7.93) (0.15283) 0.5355)
Aaw 98 92 0.50
(1.333)
35 - <60 @W 154 144 4.15 2.71 0.042 0.027 0.1795 (-0.0553, 0.134
(0.763) (0.10, 5.33) (0.11953) 0.4143)
Aaw 143 136 1.43
(1.093)
>=50 @aw 89 86 3.09 -0.50 0.769 0.027 -0.0258 (-0.3286, 0. 867
(0.988) (-3.88, 2.87) (0.15413) 0.2770)
aw 86 82 3.59
(1.409)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated
fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, Mintenance Baseline Score

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readi ngs of HATQoL scores i.e. the correlation matrix for within-subject
errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED mm sas 21SEP2020 03: 33



Protocol : 207966 Page 6 of 12
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 03
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in
Life Satisfaction, HV Medication, and D sclosure Wrries at Wek 48
- by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Domai n: H V Medication Transfornmed Total Score
Subgroup: Sex at Birth (Fenale vs. Male)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’'g
Category Treatnent N n (S.E) (95% ) P-val ue P-val ue (S. EB) 95% Cl P- val ue
Femal e W 73 66 2.78 1.18 0.542 0.879 0. 0527 (-0.2888, 0.762
(1.146) (-2.61, 4.97) (0.17384) 0.3942)
Aaw 75 66 1.60
(1.570)
Mal e @sw 254 244 4. 47 2.68 0.008 0.879 0. 2312 (0.0531, 0.011
(0.592) (0.70, 4.67) (0.09069) 0.4094)
Aaw 252 244 1.78
(0.821)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated
fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, Mintenance Baseline Score

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readi ngs of HATQoL scores i.e. the correlation matrix for within-subject
errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED mm sas 21SEP2020 03: 33



Protocol : 207966 Page 7 of 12
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 03
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in
Life Satisfaction, HV Medication, and D sclosure Wrries at Wek 48
- by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Domai n: H V Medication Transfornmed Total Score
Subgroup: Race (Wiite vs. Non-Wite)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’'g
Category Treatnent N n (S.E) (95% ) P-val ue P-val ue (S. EB) 95% Cl P- val ue
Wi te W 238 226 4.54 3.06 0.003 0.146 0. 2596 (0.0780, 0. 005
(0.610) (1.06, 5.07) (0.09244) 0. 4412)
Aaw 256 245 1.48
(0.818)
Non- Whi te QBW 89 84 2381 0. 02 0.992 0.146 0. 0009 (-0.3231, 0.995
(1.002) (-3.65, 3.69) (0.16494) 0.3250)
Aaw 71 65 2.79
(1.586)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated
fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, Mintenance Baseline Score

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readi ngs of HATQoL scores i.e. the correlation matrix for within-subject
errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED mm sas 21SEP2020 03: 33



Protocol : 207966 Page 8 of 12
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 03
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in
Life Satisfaction, HV Medication, and D sclosure Wrries at Wek 48
- by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Donmai n: H V Medication Transformed Total Score
Subgroup: Region (North Anerica vs. Europe vs. Rest of World)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’'g
Category Treatnent N n (S.E) (95% ) P-val ue P-val ue (S. EB) 95% Cl P- val ue
North W 118 113 3.48 0. 46 0.750 0.013 0. 0275 (-0.2262, 0. 832
Areri ca (0.885) (-2.35, 3.26) (0.12914) 0.2812)
Aaw 135 127 3.02
(1.139)
Eur ope @sw 165 157 4.28 3.72 0.004 0.013 0. 2559 (0.0306, 0. 026
(0.754) (1.20, 6.24) (0.11468) 0.4812)
Aaw 155 148 0.56
(1.071)
Rest of @aw 44 40 5.22 3.39 0.195 0.013 0.1163 (-0.3378, 0. 615
Worl d (1.521) (-1.74, 8.52) (0.23114) 0.5704)
aw 37 35 1.83
(2.187)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated
fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, Mintenance Baseline Score

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readi ngs of HATQoL scores i.e. the correlation matrix for within-subject
errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED mm sas 21SEP2020 03: 33



Protocol : 207966 Page 9 of 12
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 03
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in
Life Satisfaction, HV Medication, and D sclosure Wrries at Wek 48
- by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Domai n: Di scl osure Worries Transforned Total Score
Subgroup: Age (years) (<35 vs. 35 - <50 vs. >=50)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’'g
Category Treatnent N n (S.E) (95% ) P-val ue P-val ue (S. EB) 95% Cl P- val ue
<35 @:sw 84 80 1.64 1.74 0.640 0.414 0. 0384 (-0.2614, 0. 801
(2.896) (-5.55, 9.02) (0.15268) 0.3383)
Aaw 98 92 -0.09
(2.323)
35 - <60 @W 154 144 -2.48 -2.47 0.389 0.414 -0.0694  (-0.3040, 0. 561
(2.148) (-8.12, 3.17) (0.11944) 0.1652)
Aaw 143 136 0.00
(1.907)
>=50 @aw 89 85 0.37 2.24 0.546  0.414 0. 0487 (-0. 2549, 0. 753
(2.793) (-5.05, 9.54) (0.15461) 0.3523)
AW 86 82 -1.87
(2.457)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated
fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, Mintenance Baseline Score

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readi ngs of HATQoL scores i.e. the correlation matrix for within-subject
errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED mm sas 21SEP2020 03: 33



Protocol : 207966 Page 10 of 12
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 03
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in
Life Satisfaction, HV Medication, and D sclosure Wrries at Wek 48
- by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Domai n: Di scl osure Worries Transforned Total Score
Subgroup: Sex at Birth (Fenale vs. Male)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’'g
Category Treatnent N n (S.E) (95% ) P-val ue P-val ue (S. EB) 95% Cl P- val ue
Femal e W 73 65 -3.20 1.33 0.750 0.970 0. 0256 (-0.3171, 0. 883
(3.204) (-6.86, 9.52) (0.17454) 0.3684)
Aaw 75 66 -4.53
(2.729)
Mal e @sw 254 244 0.06 -0.48 0.826 0.970 -0. 0177 (-0.1953, 0. 845
(1.651) (-4.77, 3.81) (0.09043) 0.1598)
Aaw 252 244 0.54
(1.433)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated
fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, M ntenance Baseline Score,

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readi ngs of HATQoL scores i.e. the correlation matrix for within-subject
errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED mm sas 21SEP2020 03: 33



Protocol : 207966 Page 11 of 12
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 03
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in
Life Satisfaction, HV Medication, and D sclosure Wrries at Wek 48
- by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Domai n: Di scl osure Worries Transforned Total Score
Subgroup: Race (Wiite vs. Non-Wite)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’'g
Category Treatnent N n (S.E) (95% ) P-val ue P-val ue (S. EB) 95% Cl P- val ue
Wi te W 238 225 0.76 0.70 0.755 0.754 0. 0255 (- 0. 1556, 0.782
(1.718) (-3.68, 5.07) (0.09222) 0.2066)
Aaw 256 245 0. 07
(1.422)
Non- Whi te QBW 89 84 -4.78 -2.70 0.492 0.754 - 0. 0552 (-0.3793, 0.738
(2.816) (-10.41, 5.01) (0.16501) 0.2688)
Aaw 71 65 -2.08
(2.750)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated
fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, Mintenance Baseline Score

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readi ngs of HATQoL scores i.e. the correlation matrix for within-subject
errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED mm sas 21SEP2020 03: 33
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Popul ation: Intent-to-Treat Exposed
Tabl e 6. 03
Statistical Analysis of Quality of Life (HATQL) - Change from Mai ntenance Baseline in
Life Satisfaction, HV Medication, and D sclosure Wrries at Wek 48
- by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Donai n: Disclosure Wirries Transfornmed Total Score
Subgroup: Region (North Anerica vs. Europe vs. Rest of World)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’'g
Category Treatnent N n (S.E) (95% ) P-val ue P-val ue (S. EB) 95% Cl P- val ue
North W 118 113 1.08 -2.98 0.338 0.178 -0.0786  (-0.3323, 0. 543
Areri ca (2. 465) (-9.10, 3.13) (0.12918) 0.1751)
Aaw 135 127 4.06
(1.952)
Eur ope @sw 165 156 -2.02 3.48 0.204 0.178 0.1029 (-0.1223, 0. 370
(2.102) (-1.89, 8.86) (0.11464) 0.3280)
Aaw 155 148 -5.50
(1.847)
Rest of @aw 44 40 0.61 -2.42 0.662 0.178 -0.0353 (-0.4893, 0.879
Worl d (4.194) (-13.29, 8.44) (0.23118) 0.4187)
aw 37 35 3.083
(3.769)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated
fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, Mintenance Baseline Score

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readi ngs of HATQoL scores i.e. the correlation matrix for within-subject
errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED mm sas 21SEP2020 03: 33



Protocol : 207966 Page 1 of 6
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 04
Summary of H VTSQ - Total Treatment Satisfaction Score
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Act ua
Rel ati ve
Subgr oup Cat egory Tr eat nent N Time n Mean SD Medi an Q (0] M n. Max.
Overal | @aBwW 327 Baseline 327 57.7 9.21 60.0 54.0 65.0 21 66
Week 24 319 62.4 6.20 65.0 61.0 66.0 12 66
Week 48 310 62.8 5.41 65.0 62.0 66.0 32 66
W8 CFB 310 4.9 9.40 2.5 0.0 8.0 -34 45
(0”AVY 327 Baseline 326 56. 7 9.34 59.0 51.0 65.0 20 66
Week 24 324 61.2 7.13 64.0 59.0 66.0 24 66
Week 48 309 60.9 7.71 64.0 59.0 66.0 24 66
W8 CFB 308 4.1 9.42 2.0 0.0 8.0 -28 44

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD SEP2020 00: 58



Protocol : 207966 Page 2 of 6
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 04
Summary of H VTSQ - Total Treatment Satisfaction Score
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Act ua

Rel ati ve
Subgr oup Cat egory Tr eat nent N Time n Mean SD Medi an Q (0] M n. Max.
Age (years) <35 :swW 84 Baseline 84 57.5 8.76 60.0 54.0 64.0 23 66
Week 24 81 62.5 4.89 64.0 61.0 66.0 40 66
Week 48 80 62.3 5.02 64.5 59.5 66.0 38 66
W8 CFB 80 4.4  8.04 2.5 0.0 8.5 -26 27
(0”AVY 98 Basel i ne 98 54.7 9. 89 57.0 48.0 64.0 20 66
Week 24 97 60. 7 7.68 64.0 60.0 65.0 30 66
Week 48 91 60.5 7.61 63.0 58.0 66.0 28 66
W8 CFB 91 5.2 9.53 4.0 -1.0 11.0 -16 44
35 - <50 @BW 154 Basel i ne 154 56.8 9.81 59.0 52.0 65.0 21 66
Week 24 149 62.2 5. 87 65.0 60.0 66.0 17 66
Week 48 144 62.4 6.32 65.0 62.0 66.0 32 66
w8 CFB 144 5.3 10.61 3.0 0.0 10.0 -34 45
AW 143 Basel i ne 142 56.3 9.73 59.0 51.0 65.0 26 66
Week 24 141 61. 2 7.17 64.0 59.0 66.0 24 66
Week 48 136 60.4 8.35 64.0 57.0 66.0 24 66
W8 CFB 135 4.3 10.40 2.0 0.0 9.0 -28 36
>=50 ®:sw 89 Basel i ne 89 59.4  8.37 62.0 55.0 66.0 22 66
Week 24 89 62.6 7.71 66.0 63.0 66.0 12 66
Week 48 86 63.9 3.71 66.0 63.0 66.0 50 66
W8 CFB 86 4.5 8.41 2.0 0.0 7.0 -15 44
AW 86 Basel i ne 86 59.7 7.15 63.0 55.0 66.0 34 66
Week 24 86 61.7 6. 43 65.0 59.0 66.0 33 66
Week 48 82 62.2 6. 55 65.0 60.0 66.0 28 66
w8 CFB 82 2.4 7.22 1.0 0.0 5.0 -20 22

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD SEP2020 00: 58



Protocol : 207966 Page 3 of 6
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 04
Summary of H VTSQ - Total Treatment Satisfaction Score
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Act ua
Rel ati ve
Subgr oup Cat egory Tr eat nent N Time n Mean SD Medi an Q (0] M n. Max.
Sex at Femal e @aBwW 73 Basel i ne 73 55.7 11.85 59.0 54.0 65.0 21 66
Birth
Week 24 70 62.5 5.21 65.0 61.0 66.0 40 66
Week 48 66 62.4 6.38 65.0 62.0 66.0 32 66
w8 CFB 66 6.1 12.18 2.5 0.0 8.0 -34 44
AW 75 Basel i ne 74 57.6 8.24 59.5 53.0 65.0 34 66
Week 24 74 62.0 6.75 65.0 62.0 66.0 36 66
Week 48 66 61.2 7.50 65.0 59.0 66.0 37 66
W8 CFB 65 3.4 8.40 2.0 0.0 6.0 -18 31
Mal e &awW 254 Basel i ne 254 58.3 8.23 60.5 54.0 65.0 21 66
Week 24 249 62.4  6.47 65.0 61.0 66.0 12 66
Week 48 244 62.9 5.12 65.0 61.5 66.0 34 66
W8 CFB 244 4.6  8.49 2.5 0.0 8.0 -26 45
AW 252 Basel i ne 252 56.5 9.64 59.0 50.5 65.0 20 66
Week 24 250 61.0 7.23 64.0 59.0 66.0 24 66
Week 48 243 60.8 7.78 64.0 59.0 66.0 24 66
w8 CFB 243 4.3 9.68 2.0 0.0 8.0 -28 44

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD SEP2020 00: 58



Protocol : 207966 Page 4 of 6
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 04
Summary of H VTSQ - Total Treatment Satisfaction Score
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Act ua

Rel ati ve
Subgr oup Cat egory Tr eat nent N Time n Mean SD Medi an Q (0] M n. Max.
Race Wi te @aBwW 238 Basel i ne 238 56.9 9.32 59.0 53.0 64.0 21 66
Week 24 233 62.4 6.07 65.0 61.0 66.0 12 66
Week 48 226 63.1 4.58 66.0 62.0 66.0 43 66
W8 CFB 226 5.9 9.11 4.0 0.0 10.0 -23 45
(0”AVY 256 Basel i ne 255 56.3 9.59 59.0 51.0 65.0 20 66
Week 24 253 61.3 6.60 64.0 59.0 66.0 30 66
Week 48 244 60.9 7.78 64.0 59.0 66.0 24 66
W8 CFB 243 4.4  9.83 2.0 0.0 9.0 -28 44
Non- VWhite @QBW 89 Basel i ne 89 59.8 8.61 63.0 57.0 66.0 22 66
Week 24 86 62.5 6.59 65.0 62.0 66.0 17 66
Week 48 84 61.8 7.11 65.0 61.0 66.0 32 66
w8 CFB 84 2.0 9.61 0.0 -1.0 4.0 -34 44
AW 71 Baseline 71 58. 2 8. 28 61.0 51.0 66.0 36 66
Week 24 71 60. 7 8.79 64.0 60.0 66.0 24 66
Week 48 65 61.0 7.51 64.0 59.0 66.0 37 66
W8 CFB 65 2.7 7.59 1.0 0.0 6.0 -17 25

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD SEP2020 00: 58



Protocol : 207966 Page 5 of 6
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 04
Summary of H VTSQ - Total Treatment Satisfaction Score
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Act ua

Rel ati ve
Subgr oup Cat egory Tr eat nent N Time n Mean SD Medi an Q (0] M n. Max.
Regi on Nort h @aBwW 118 Basel i ne 118 59.3 8.01 61.0 55.0 66.0 23 66

Anerica

Week 24 116 62.1 8.09 65.0 61.0 66.0 12 66
Week 48 113 62.7 5.75 65.0 63.0 66.0 32 66
w8 CFB 113 3.2 8. 62 2.0 0.0 6.0 -34 36
AW 135 Basel i ne 135 58.1 9.23 61.0 52.0 66.0 28 66
Week 24 134 62.0 6.84 64.0 61.0 66.0 24 66
Week 48 127 61.9 6.71 65.0 61.0 66.0 37 66
W8 CFB 127 3.5 8.84 1.0 0.0 7.0 -18 30
Eur ope &awW 165 Basel i ne 165 56. 2 9. 84 59.0 52.0 64.0 21 66
Week 24 162 62.7 4.59 65.0 61.0 66.0 40 66
Week 48 157 62.8 4.87 65.0 61.0 66.0 44 66
W8 CFB 157 6.4 9.78 4.0 0.0 10.0 -12 45
AW 155 Basel i ne 154 55.9 9.08 57.0 51.0 64.0 26 66
Week 24 154 60. 7 7.27 64.0 58.0 66.0 30 66
Week 48 147 60.4  8.27 64.0 57.0 66.0 24 66
w8 CFB 146 4.5 9.53 4.0 0.0 10.0 -28 36

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD SEP2020 00: 58



Protocol : 207966 Page 6 of 6
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 04
Summary of H VTSQ - Total Treatment Satisfaction Score
by Visit (Miintenance Phase) - Overall and by Subgroup - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Act ua
Rel ati ve
Subgr oup Cat egory Tr eat nent N Time n Mean SD Medi an Q (0] M n. Max.
Regi on Rest of W 44 Baseline 44 59.3 8. 96 63.0 55.5 66.0 22 66
Vor | d
Week 24 41 61.9 5.65 64.0 61.0 66.0 43 66
Week 48 40 62.6 6.45 65.5 61.5 66.0 34 66
w8 CFB 40 3.7 9.11 1.0 0.0 4.5 -18 44
AW 37 Baseline 37 55.3 10.41 58.0 50.0 64.0 20 66
Week 24 36 60.4 7.48 64.0 57.0 66.0 36 66
Week 48 35 59.3 8.39 63.0 55.0 66.0 37 66
W8 CFB 35 4.0 11.083 1.0 0.0 8.0 -16 44

Note: Sunmaries at each visit are for actual values, WI8 CFB represents the change from Basel i ne
at Week 48, calculated for subjects with both Baseline and Week 48 dat a.
PPD SEP2020 00: 58



Protocol : 207966 Page 1 of 1
Popul ation: Intent-to-Treat Exposed

Tabl e 6. 05
Statistical Analysis of H VISQ - Change from Mai ntenance Baseline in Total Treatnent Satisfaction
Score at Week 48 - Overall - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weeks)
Hedges’ g
Adj ust ed Di fference[ 2] Hedges’ g
Tr eat ment N n Mean[ 1] S.E (95% Cl) P-value (S.E) 95% Cl P-val ue
@aBwW 327 310 5.01 0.341 1.79 0. 001 0. 3102 (0.1510, 0.4695) <. 001
(0.70, 2.89) (0.08101)

AW 327 308 3.21 0. 440

[1] Adjusted nean is the estinmated nmean change from baseline in each armcal cul ated fromrepeated
nmeasures nodel with the follow ng variables: treatment, visit, treatnment*visit, Mintenance Baseline
Score, sex at birth (female, nmale), age (<50, >=50 years), and race (white, non-white), with visit as the
repeated factor. No assunptions were nade about the correl ati ons between subject readings of H VISGs
scores i.e. the correlation matrix for w thin-subject errors is unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

P 21SEP2020 03: 34



Protocol : 207966 Page 1 of 4
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 06
Statistical Analysis of H VISQ - Change from Mai ntenance Baseline in Total Treatnent Satisfaction
Score at Week 48 by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Subgroup: Age (years) (<35 vs. 35 - <50 vs. >=50)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’' g
Category Treatnent N n (S.E) (95% Cl) P-val ue P-val ue (S. EB) 95% Cl P-val ue
<35 @aBwW 84 80 4.81 1.78 0.092 0.968 0.1613 (-0.1396, 0.293
(0.676) (-0.29, 3.86) (0.15310) 0.4622)
aw 98 91 3.03
(0.813)
35 - <50 @W 154 144 4.87 2.00 0.017 0.968 0. 2341 (-0.0015, 0. 051
(0.498) (0.37, 3.64) (0.11986) 0.4697)
AW 143 135 2.87
(0.667)
>=50 @aBwW 89 86 b5.44 1.46 0.174  0.968 0. 1320 (-0.1710, 0. 392
(0.648) (-0.65, 3.56) (0.15414) 0.4349)
AW 86 82 3.98
(0. 858)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated

fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, Mintenance Baseline Score

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readings of H VIS@ scores i.e. the correlation natrix for wthin-subject

errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED . sas 21SEP2020 03: 34



Protocol : 207966 Page 2 of 4
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 06
Statistical Analysis of H VISQ - Change from Mai ntenance Baseline in Total Treatnent Satisfaction
Score at Week 48 by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Subgroup: Sex at Birth (Fenale vs. Mle)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’' g
Category Treatnent N n (S.E) (95% Cl) P-val ue P-val ue (S. EB) 95% Cl P-val ue
Femal e @aBwW 73 66 5.21 1.62 0.176  0.807 0.1284 (-0.2146, 0. 462
(0.738) (-0.73, 3.97) (0.17450) 0.4714)
(0”AVY 75 65 3.59
(0.950)
Mal e @:sw 254 244 4.95 1.85 0.004 0.807 0. 2840 (0.1051, 0. 002
(0. 385) (0.61, 3.09) (0.09099) 0.4628)
AW 252 243 3.10
(0.499)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated

fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, Mintenance Baseline Score

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readings of H VIS@ scores i.e. the correlation natrix for wthin-subject

errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED . sas 21SEP2020 03: 34



Protocol : 207966 Page 3 of 4
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 06
Statistical Analysis of H VISQ - Change from Mai ntenance Baseline in Total Treatnent Satisfaction
Score at Week 48 by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Subgroup: Race (White vs. Non-Wite)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’' g
Category Treatnent N n (S.E) (95% Cl) P-val ue P-val ue (S. EB) 95% Cl P-val ue
Wi te @aBwW 238 226 5.51 2.11 0.001 0.798 0.3188 (0.1362, <. 001
(0.400) (0.86, 3.36) (0.09289) 0.5014)
aw 256 243 3.41
(0.497)
Non- White QBW 89 84 3.51 0.84 0.470 0.798 0. 0712 (-0. 2529, 0. 666
(0.662) (-1.44, 3.11) (0.16492) 0.3954)
AW 71 65 2.68
(0. 955)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated

fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, Mintenance Baseline Score

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readings of H VIS@ scores i.e. the correlation natrix for wthin-subject

errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED . sas 21SEP2020 03: 34



Protocol : 207966 Page 4 of 4
Popul ation: Intent-to-Treat Exposed
Tabl e 6. 06
Statistical Analysis of H VISQ - Change from Mai ntenance Baseline in Total Treatnent Satisfaction
Score at Week 48 by Subgroup - MVRM - ATLAS-2M (Prior CAB + RPV of 0 Weks)

Subgroup: Region (North Anerica vs. Europe vs. Rest of World)

Hedges’ g
Adj ust ed
Mean[ 1] Di fference[ 2] Interaction Hedges’' g
Category Treatnent N n (S.E) (95% Cl) P-val ue P-val ue (S. EB) 95% Cl P-val ue
Nort h @aBwW 118 113 4. 44 0.61 0.496  0.157 0. 0654 (-0.1884, 0.613
Anerica (0.582) (-1.14, 2.36) (0.12912) 0.3191)
(0”AVY 135 127 3.83
(0.687)
Eur ope @:sw 165 157 5.34 2.54 0.002 0.157 0. 3095 (0.0830, 0. 008
(0. 495) (0.97, 4.11) (0.11526) 0.5361)
AW 155 146 2.80
(0. 650)
Rest of @aBwW 44 40 5.27 2.54 0.119 0.157 0. 1539 (-0.3003, 0. 506
Wrld (0.997) (-0.65, 5.73) (0.23110) 0.6082)
AW 37 35 2.73
(1.325)

[1] For each subgroup, adjusted nean is the estimted nmean change from baseline in each arm cal cul ated

fromrepeated neasures nodel with the follow ng variables: treatment, visit, subgroup, treatnent*visit,
treat ment *subgroup, visit*subgroup, treatnent*visit*subgroup, Mintenance Baseline Score

sex at birth (female, nale), age (<50, >=50 years; or <35, 35 - <50, >=50 years if subgroup = age), and
race (white, non-white), with visit as the repeated factor. No assunptions were nade about the

correl ations between subject readings of H VIS@ scores i.e. the correlation natrix for wthin-subject

errors i s unstructured.

[2] Difference: @BW- 4W

Note: MVRM = M xed Mbdel Repeated Measures.

RED . sas 21SEP2020 03: 34



Protocol: 207966

Population: Intent-to-Treat Exposed

Figure 6.01

Line Plot of Quality of Life (HATQoL) - Mean Life Satisfaction, HIV Medication, and
Disclosure Worries Over Time (Maintenance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

Page 1 of 3
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Note: Bars indicate standard deviation (SD). MBL = Maintenance Baseline (Day 1).



Protocol: 207966 Page 2 of 3
Population: Intent-to-Treat Exposed

Figure 6.01
Line Plot of Quality of Life (HATQoL) - Mean Life Satisfaction, HIV Medication, and
Disclosure Worries Over Time (Maintenance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)
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Protocol: 207966 Page 3 of 3
Population: Intent-to-Treat Exposed

Figure 6.01
Line Plot of Quality of Life (HATQoL) - Mean Life Satisfaction, HIV Medication, and
Disclosure Worries Over Time (Maintenance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)
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Protocol: 207966 Page 1 of 1
Population: Intent-to-Treat Exposed
Figure 6.02
Line Plot of HIVTSQs - Mean Total Treatment Satisfaction Score Over Time (Maintenance Phase)
- ATLAS-2M (Prior CAB + RPV of 0 Weeks)
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Prot ocol : 207966
Popul ation: Safety

Page 1 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Overal l
Any Event 303 (93% 310 (95% 0. 6923 (0. 3646, -2.1407 (-5.8527, 0.9774 (0.9394,
1. 3145) 1.5713) 1.0170)
/0.261 /0. 258 /0.259
Max Grade 1 125 (38% 124 (38% 1.0131 (0.7388, 0. 3058 (-7.1370, 1.0081 (0.8291
1.3891) 7.7486) 1. 2257)
/0.936 /0.936 /0.936
Max Grade 2 156 (48% 151 (46% 1.0633 (0.7821, 1.5291 (-6.1198, 1.0331 (0.8777
1. 4457) 9.1779) 1. 2160)
/0. 695 /0. 695 /0. 695
Max Grade 3 20 (6% 33 (109 0.5804 (0.3256, -3.9755 (-8.1474, 0. 6061 (0.3554,
1. 0345) 0.1963) 1.0336)
/0. 065 /0.062 /0. 066
Max Grade 4 2 (<1% 2 (<1% 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0. 1417
7.1419) 1.1951) 7. 0566)
/>0.999 />0.999 />0.999
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
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Prot ocol : 207966
Popul ation: Safety

Page 2 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W w OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ceneral disorders
and adm ni stration
site conditions
Any Event 279 (85% 275 (84% 1.0991 (0.7177, 1.2232 (-4.2925, 1. 0145 (0.9506
1. 6832) 6. 7390) 1. 0828)
/0. 664 /0. 664 /0. 664
Max G ade 1 165 (50% 153 (47% 1.1583 (0.8522, 3.6697 (-3.9863, 1. 0784 (0.9210
1.5744) 11. 3257) 1.2627)
/0.348 /0. 347 /0.348
Max G ade 2 107 (33% 104 (32% 1. 0429 (0.7513, 0.9174 (-6.2479, 1. 0288 (0.8239
1. 4476) 8. 0827) 1.2848)
/0.802 /0.802 /0.802
Max G ade 3 7 (2% 18 (6% 0. 3755 (0. 1547, -3.3639 (-6.2916, 0. 3889 (0.1646
0.9116) -0.4362) 0.9185)
/0.030 /0.024 /0.031
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
Injection site
pai n
Any Event 262 (80% 256 (78%

Max Grade 1 157 (48% 147 (45%
Max G ade 2 99 (30% 92 (28%
Max G ade 3 6 (2% 17 (5%
Max Grade 4 0 0
Max G ade 5 0 0

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

1.1179 (0. 7660,
1.6314)

/0.563

1. 1309 (0. 8315,
1.5379)

/0. 433

1.1091 (0. 7916,
1. 5540)

/0. 547

0.3408 (0. 1327,
0. 8758)

/0.025

NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

RD (95%Cl)
/ p- val ue

1. 8349 (-4.3843,
8. 0541)

/0.563

3. 0581 (-4.5834,

10. 6996)

/0.433

2.1407 (-4.8272,

9. 1085)

/0.547

-3.3639 (-6.1756,
- 0. 5522)

/0.019

NC

Page 3 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 0234 (0. 9461,
1.1071)

/0.563

1. 0680 (0. 9059,
1. 2592)

/0.433

1. 0761 (0. 8474,
1. 3664)

/0. 547

0.3529 (0. 1409,
0. 8839)

/0.026

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
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207966
Saf ety

Pr ot ocol
Popul ati on:

O ass and Preferred Term ( Mai nt enance Phase)

System Organ
d ass W

Preferred Term (N=327)
Injection site
nodul e
Any Event 30 (9%
Max Grade 1 27 (8%
Max G ade 2 3 (<1%
Max Grade 3 0
Max G ade 4 0
Max Grade 5 0
Not e:
Note: OR = (Odds Rati o;
fromgennod nodels (link = identity,

NC = Not Cal cul abl e.
esti mat es.
PPD

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

62 (19%

47 (14%

15 (5%

[eolole]

logit or |og,

OR (95%C1)
/ p- val ue

0.4317 (0.2708,
0. 6882)

/ <. 001

0. 5362 (0.3250,
0. 8845)

/0.015

0. 1926 (0.0552,
0.6717)

/0.010

NC

NC

"Any Event" represents subjects with any AE reported.
RD = Risk Difference (in percentages);

RD

/ p-

e N R e D B S R |
%%OEwQHOAbO

(95%€1)
val ue

. 7859 (-15.0622,
. 5096)

. 001

. 1162 (-10.9491,
. 2833)

013

. 6697 (-6.1616,

1778)

. 004

Page 4 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.4839 (0.3217,
0.7277)

/ <. 001

0.5745 (0.3671,
0. 8990)

/0.015

0. 2000 (0.0585,
0. 6843)

/0.010

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica
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Pr ot ocol :

Popul ati on:

207966
Saf ety

System Organ

d ass
Preferred

Injection site

Term

di sconfort
Any Event

Max

Max

Max

Max
Max

Note: "Any Event™
Note: OR = (dds Rati o;
from gennod nodels (link
NC = Not Cal cul abl e.
esti mat es.

PPD

G ade

G ade

G ade

G ade
G ade

(6%

(2%

(<199

= identity,

(8%

(<199

(<19

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

0.8876 (0.5105,
1.5432)

/0.673

0. 7870 (0. 4280,
1. 4470)

/0. 441

1. 6770 (0. 3975,
7.0756)

/0. 482

1. 0000 (0. 0623,
16. 0556)

/>0. 999

NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

RD (95%Cl)
/ p- val ue

-0.9174 (-5.1709,
3. 3361)

/0.672

-1.5291 (-5.4072,
2.3491)

/0. 440

0.6116 (-1.0726,
2. 29509)

/0. 477

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

NC

Page 5 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.8966 (0.5402,
1. 4881)

/0.673

0. 8000 (0. 4535,
1.4113)

/0. 441

1. 6667 (0. 4016,
6. 9168)

/0. 482

1. 0000 (0. 0628,
15. 9198)

/>0. 999

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Page 6 of 487

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

OR (95%C1)
/ p- val ue

0.5914 (0. 3354,
1. 0427)

/0.069

0.5566 (0.2891,
1. 0714)

/0. 080

0.6192 (0.2004,
1. 9130)

/0. 405
>999 (>999,
I NC

>999)

NC

Cl ass w w
Preferred Term (N=327) (N=327)
Pyrexi a
Any Event 21 (6% 34 (10%
Max G ade 1 15 (5% 26 (8%
Max G ade 2 5 (2% 8 (2%
Max Grade 3 1 (<1% 0
Max G ade 4 0 0
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Rati o;

esti mat es.
PPD

identity,

RD = Risk Difference (in percentages);
from gennod nodels (link =
NC = Not Cal cul abl e.

logit or |og,

RD (95%Cl)
/ p- val ue

-3.9755 (-8.2187,
0. 2676)

/0.066

-3.3639 (-7.0706,
0. 3428)

/0.075

-0.9174 (-3.0558,
1. 2209)

/0. 400

0.3058 (-10.7225,
11. 3341)

/0. 957

NC

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.6176 (0. 3665,
1. 0409)

/0.070

0.5769 (0.3114,
1. 0690)

/0. 080

0. 6250 (0. 2066,
1. 8904)

/0. 405
>999 (>999,
I NC

>999)

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Injection site
i nduration
Any Event 23 (7% 28 (9% 0. 8079 (0.4550,
1. 4346)
/0. 467
Max Grade 1 19 (6% 25 (8% 0. 7452 (0.4020,
1. 3815)
/0. 350
Max G ade 2 4 (1% 3 (<1% 1. 3375 (0.2970,
6. 0233)
/0. 705
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

RD (95%Cl)
/ p- val ue

-1.5291 (-5. 6375,
2.5794)

/0. 466

-1.8349 (-5.6720,
2.0023)

/0.349

0.3058 (-1.2713,
1. 8829)

/0. 704

NC

NC

Page 7 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.8214 (0. 4836,
1. 3953)

/0. 467

0. 7600 (0. 4270,
1. 3526)

/0.351

1. 3333 (0. 3008,
5.9107)

/0.705

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Protocol : 207966 Page 8 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Injection site
swel i ng
Any Event 23 (79 19 (6% 1. 2265 (0.6545, 1.2232 (-2.5332, 1.2105 (0.6724,
2.2981) 4.9797) 2.1793)
/0.524 /0.523 /0.524
Max Grade 1 14 (4% 13 (4% 1.0804 (0.4997, 0. 3058 (-2.7436, 1.0769 (0.5142
2. 3356) 3. 3552) 2. 2553)
/0. 844 /0. 844 /0. 844
Max Grade 2 8 (2% 6 (2% 1. 3417 (0.4603, 0.6116 (-1.6064, 1.3333 (0.4678
3.9107) 2.8297) 3.8001)
/0.590 /0.589 /0.590
Max Grade 3 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
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Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Fati gue
Any Event 8 (2% 24 (79 0. 3166 (0.1401
0. 7156)
/0. 006
Max G ade 1 6 (2% 19 (6% 0. 3030 (0.1194,
0.7688)
/0.012
Max Grade 2 2 (<1% 4 (19 0. 4969 (0.0904,
2.7320)
/0.421
Max G ade 3 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 4 0 0 NC
Max Grade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

from gennod nodels (link =
NC = Not Cal cul abl e.
esti nat es.

PPD

identity,

Tabl e 3.01

logit or |og,

RD (95%Cl)
/ p- val ue

. 8930 (-8.1782,
. 6077)

. 004

. 9755 (-6.8987,
. 0523)

. 008

. 6116 (-2.0723,

OCQOFrRPWORrhM

. 8490)
. 412

~ o 1 ~ 1 1 ~ 1 1
o

& &

Page 9 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 3333 (0. 1520,
0. 7310)

/0. 006

0.3158 (0.1278,
0. 7806)

/0.013

0.5000 (0.0922,
2. 71009)

/0. 422

<0. 0001 (<0.0001

-)
/>0. 999
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ
d ass W

Preferred Term (N=327)
Injection site
pruritus
Any Event 8 (2%

Max Grade 1 6 (2%
Max G ade 2 2 (<19%
Max G ade 3 0
Max G ade 4 0
Max G ade 5 0

Tabl e 3.01

16 (5%

15 (5%

1 (<1%

[eolole]

OR (95%C1)
/ p- val ue

0. 4875 (0. 2057,
1. 1553)

/0.103

0.3888 (0. 1489,
1.0149)

/0. 054

2.0062 (0. 1810,
22.2332)
/0.571

NC

NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
PPD

RD (95%Cl)
/ p- val ue

-2.4465 (-5.3223,
0. 4294)

/0.095

-2.7523 (-5. 4463,
-0. 0583)

/0. 045

0. 3058 (-0.7297,
1. 3413)

/0.563

NC

NC

Page 10 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.5000 (0. 2170,
1.1521)

/0.104

0. 4000 (0. 1572,
1.0181)

/0. 055

2.0000 (0. 1822,
21.9486)
/0.571

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
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Prot ocol : 207966
Popul ation: Safety

Page 11 of 487
Table 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ast heni a
Any Event 14 (4% 7 (29 2.0447 (0.8144, 2.1407 (-0.5566, 2.0000 (0.8178
5.1337) 4.8379) 4.8910)
/0.128 /0.120 /0.129
Max Grade 1 11 (3% 6 (2% 1.8623 (0.6805, 1.5291 (-0.9071, 1.8333 (0.6861
5. 0968) 3. 9652) 4.8987)
/0. 226 /0.219 /0.227
Max Grade 2 3 (<19 1 (<19 3.0185 (0.3124, 0. 6116 (-0.5825, 3. 0000 (0.3137
29.1704) 1. 8058) 28.6911)
/0. 340 /0. 315 /0. 340
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

from gennod nodels (link =

NC = Not Cal cul abl e.

esti mat es.
PPD

identity,

logit or |og,

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica
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Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Injection site
eryt hema
Any Event 9 (3% 12 (4% 0.7429 (0.3087,
1.7879)
/0. 507
Max Grade 1 9 (3% 11 (3% 0. 8130 (0.3323,
1. 9890)
/0. 650
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001
-)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

from gennod nodels (link =
NC = Not Cal cul abl e.
esti nat es.

PPD

identity,

Tabl e 3.01

logit or |og,

RD (95%Cl)
/ p- val ue

-0.9174 (-3.6188,
1. 7839)

/0. 506

-0.6116 (-3.2504,
2.0272)

/0. 650

NC

NC
NC

Page 12 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 7500 (0. 3204,
1. 7557)

/0.507

0.8182 (0. 3436,
1.9481)

/0. 650

<0. 0001 (<0.0001

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Page 13 of 487
Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Chills
Any Event 12 (4% 8 (2% 1.5190 (0.6127, 1.2232 (-1.4143, 1.5000 (0.6213
3.7664) 3. 8608) 3.6213)
/0. 367 /0. 363 /0. 367
Max Grade 1 10 (3% 7 (29 1. 4421 (0.5422, 0.9174 (-1.5205, 1. 4286 (0.5505
3. 8358) 3. 3554) 3.7073)
/0. 463 /0. 461 /0. 464
Max Grade 2 2 (<19 1 (<19 2.0062 (0.1810, 0. 3058 (-0.7297, 2.0000 (0.1822
22.2332) 1.3413) 21.9486)
/0.571 /0. 563 /0.571
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul abl e.
esti mat es.
PPD

Zero counts for AEs in either treatnent group may lead to unreliable statistica
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Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ
d ass W

Preferred Term (N=327)
I nfluenza |ike
illness
Any Event 5 (2%

Max Grade 1 4 (1%
Max G ade 2 1 (<1%
Max Grade 3 0
Max G ade 4 0
Max Grade 5 0

Tabl e 3.01

12 (4%

11 (3%

1 (<1%

[eolole]

OR (95%C1)
/ p- val ue

0. 4076 (0. 1420,
1.1704)

/0.095

0.3558 (0.1121,
1. 1290)

/0.079

1. 0000 (0. 0623,
16. 0556)

/>0. 999

NC

NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
PPD

RD (95%Cl)
/ p- val ue

-2.1407 (-4.5741,
0.2928)

/0.085

-2.1407 (-4.4294,
0.1481)

/0.067

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

NC

NC

Page 14 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.4167 (0. 1485,
1. 1694)

/0.096

0.3636 (0.1170,
1. 1303)

/0. 080

1. 0000 (0. 0628,
15. 9198)

/>0. 999

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
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Protocol : 207966 Page 15 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Injection site
br ui si ng
Any Event 8 (2% 9 (3% 0.8861 (0.3376, -0. 3058 (-2.7447, 0.8889 (0.3472
2.3257) 2.1330) 2.2754)
/ 0. 806 / 0. 806 / 0. 806
Max Grade 1 8 (2% 6 (2% 1.3417 (0.4603, 0.6116 (-1.6064, 1.3333 (0.4678
3.9107) 2.8297) 3.8001)
/0.590 / 0.589 /0.590
Max Grade 2 0 3 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 16 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Mal ai se
Any Event 6 (2% 7 (29 0. 8545 (0. 2840, -0.3058 (-2.4452, 0.8571 (0.2912
2.5705) 1. 8336) 2.5230)
/0.780 /0.779 /0.780
Max Grade 1 5 (2% 6 (2% 0. 8307 (0. 2510, -0.3058 (-2.2768, 0. 8333 (0. 2569
2.7495) 1.6652) 2.7035)
/0.761 /0.761 /0.761
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966 Page 17 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Injection site
war nt h
Any Event 5 (2% 6 (2% 0. 8307 (0. 2510, -0.3058 (-2.2768, 0. 8333 (0.2569
2. 7495) 1. 6652) 2.7035)
/0.761 /0.761 /0.761
Max Grade 1 2 (<1% 3 (<1% 0. 6646 (0.1103, -0.3058 (-1.6407, 0. 6667 (0.1121
4.0038) 1.0291) 3. 9636)
/0. 656 /0. 653 /0. 656
Max Grade 2 2 (<1% 3 (<1% 0. 6646 (0.1103, -0.3058 (-1.6407, 0. 6667 (0.1121
4.0038) 1.0291) 3. 9636)
/0. 656 /0. 653 /0. 656
Max Grade 3 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 18 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pai n
Any Event 3 (<19 8 (2% 0. 3692 (0.0971, -1.5291 (-3.4967, 0. 3750 (0.1004,
1.4042) 0. 4386) 1.4010)
/0.144 /0.128 /0. 145
Max Grade 1 2 (<1% 7 (29 0.2813 (0.0580, -1.5291 (-3.3109, 0. 2857 (0.0598
1. 3645) 0. 2528) 1.3651)
/0.115 /0.093 /0.116
Max G ade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



207966
Saf ety

Pr ot ocol :
Popul ati on:

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Injection site
haenat ona
Any Event 1 (<1% 9 (3% 0.1084 (0.0137,
0. 8604)
/0.036
Max Grade 1 0 8 (2% <0. 0001 (<0.0001,
/>0.999
Max G ade 2 1 (<1% 1 (<1% 1. 0000 (0.0623,
16. 0556)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

RD (95%Cl)
/ p- val ue

-2. 4465 (-4.3180,
-0. 5750)

/0.010

NC

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

NC

NC

Page 19 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.1111 (0.0142,
0. 8720)
/0.037
<0. 0001 (<0.0001,

/>0. 999

1. 0000 (0. 0628,
15. 9198)

/>0. 999

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



207966
Saf ety

Pr ot ocol :
Popul ati on:

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Chest pain
Any Event 4 (1% 4 (1% 1. 0000 (0. 2480,
4.0328)
/>0.999
Max G ade 1 2 (<19 1 (<1% 2.0062 (0.1810,
22.2332)
/0.571
Max G ade 2 2 (<19 2 (<19 1. 0000 (0. 1400,
7.1419)
/>0.999
Max G ade 3 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 4 0 0 NC
Max Grade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

RD (95%Cl)
/ p- val ue

<0. 0001 (-1.6849,
1. 6849)

/>0. 999

0.3058 (-0.7297,
1. 3413)

/0.563

<0.0001 (-1.1951
1.1951)

/>0. 999

NC

NC

Page 20 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 0000 (0. 2522,
3. 9646)

/>0. 999

2.0000 (0. 1822,
21. 9486)

/0.571

1. 0000 (0. 1417,
7. 0566)

/>0. 999

<0. 0001 (<0.0001

-)
/>0. 999
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass W

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 21 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Preferred Term (N=327)
Di sconfort

Any Event 4 (1%
Max Grade 1 3 (<19
Max G ade 2 1 (<1%
Max G ade 3 0
Max Grade 4 0
Max G ade 5 0

3 (<1%

3 (<19

[eo)eole]

1. 3375 (0. 2970,
6. 0233)

/0.705

1.0000 (0. 2003,
4.9913)

/>0. 999

>999 (>999, >999)
I NC

NC
NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

0.3058 (-1.2713,
1. 8829)

/0.704

<0. 0001 (-1.4614,
1. 4614)

/>0. 999

0.3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

1. 3333 (0. 3008,
5.9107)

/0.705

1.0000 (0. 2033,
4.9182)

/>0. 999

>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



207966
Saf ety

Pr ot ocol :
Popul ati on:

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Injection site
reaction
Any Event 3 (<19 2 (<1% 1.5046 (0.2498,
9. 0643)
/0. 656
Max Grade 1 2 (<1% 2 (<1% 1. 0000 (0. 1400,
7.1419)
/>0.999
Max G ade 2 1 (<1% 0 >999 (>999, >999)
/ NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.

Note: OR = (dds Rati o;
from gennod nodels (link =
NC = Not Cal cul abl e.
esti mat es.

PPD

identity,

Tabl e 3.01

RD = Risk Difference (in percentages);

logit or |og,

RD (95%Cl)
/ p- val ue

0.3058 (-1.0291
1. 6407)

/0.653

<0.0001 (-1.1951
1.1951)

/>0. 999

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

Page 22 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 5000 (0. 2523,
8.9181)

/0. 656

1. 0000 (0. 1417,
7. 0566)

/ >0. 999
>999 (>999,
/' NC

>999)

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Pr ot ocol : 207966

Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 23 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Feel i ng hot
Any Event

Max G ade
Max G ade
Max G ade
Max G ade
Max G ade
Injection site

anaest hesi a
Any Event

Max G ade

Max G ade
Max G ade
Max G ade
Max G ade

Note: "Any Event

Note: OR = (dds Rati o;
from gennod nodels (link
NC = Not Cal cul abl e.

esti mat es.
PPD

3
4
5

GO WN

[eolole]

w

[eoleolole)

(<199

(<19

= identity,

[eolole]

[

[eoleolole)

(<19

(<19

>999 (>999, >999)
I NC
>999 (>999, >999)
/ NC
>999 (>999, >999)
I NC

NC
NC

3. 0185 (0. 3124,
29.1704)

/0. 340

3.0185 (0. 3124,
29.1704)

/0. 340

NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

NC
NC

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

0.6116 (-0.5825,

1. 8058)
/0.315

666

>999 (>999, >999)
I NC
>999 (>999, >999)
/ NC
>999 (>999, >999)
I NC

NC
NC

3. 0000 (0. 3137,
28. 6911)

/0. 340

3.0000 (0. 3137,
28. 6911)

/0. 340

NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass W

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 24 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Preferred Term (N=327)
Nodul e

Any Event 2 (<1%
Max G ade 1 1 (<1%
Max G ade 2 1 (<1%
Max Grade 3 0
Max G ade 4 0
Max Grade 5 0

2 (<1%

2 (<1%

[eo)eole]

1. 0000 (0. 1400,
7.1419)

/>0. 999

0. 4985 (0. 0450,
5.5243)

/0.571

>999 (>999, >999)
I NC

NC
NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

<0.0001 (-1.1951
1.1951)

/>0. 999

-0.3058 (-1.3413,
0. 7297)

/0.563

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

1. 0000 (0. 1417,
7. 0566)

/>0. 999

0.5000 (0. 0456,
5. 4872)

/0.571

>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



Protocol : 207966 Page 25 of 487
Popul ation: Safety
Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Peri pher al
swel i ng
Any Event 2 (<1% 2 (<1% 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0. 1417
7.1419) 1.1951) 7. 0566)
/>0.999 />0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
/>0.999 />0.999
Max Grade 2 2 (<1% 1 (<1% 2. 0062 (0.1810, 0. 3058 (-0.7297, 2.0000 (0.1822
22.2332) 1. 3413) 21. 9486)
/0.571 /0. 563 /0.571
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Vessel puncture
site haematoma
Any Event 1 (<1% 2 (<1% 0. 4985 (0.0450,
5.5243)
/0.571
Max Grade 1 0 2 (<1% <0. 0001 (<0.0001,
/>0.999
Max G ade 2 1 (<1% 0 >999 (>999, >999)
/ NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

RD (95%Cl)
/ p- val ue

-0.3058 (-1.3413,
0. 7297)

/0.563

NC

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

Page 26 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 5000 (0. 0456,
5. 4872)

/0.571

<0. 0001 (<0.0001

/>0.999
>999 (>999, >999)

/ NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966 Page 27 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Chest disconfort
Any Event 2 (<1% 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max G ade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
I NC 11. 3341) I NC
/0. 957
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
I NC 11. 3341) I NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 28 of 487
Popul ation: Safety
Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass @BW W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Gait disturbance
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica

14SEP2020 01: 31



Protocol : 207966 Page 29 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Injection site
di scol our ati on

Any Event 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0. 0628,

16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999

Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999

Max G ade 2 0 0 NC NC NC

Max G ade 3 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
[ NC 11. 3341) [ NC

/0. 957
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 30 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Injection site
papul e
Any Event 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 1 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Non- car di ac
chest pain
Any Event 1 (<1% 1 (<1% 1. 0000 (0.0623,
16. 0556)
/>0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001
/>0.999
Max G ade 2 1 (<1% 0 >999 (>999, >999)
/ NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

from gennod nodels (link =
NC = Not Cal cul abl e.
esti nat es.

PPD

identity,

Tabl e 3.01

logit or |og,

RD (95%Cl)
/ p- val ue

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

NC

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

Page 31 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 0000 (0. 0628,
15. 9198)
/>0. 999
<0. 0001 (<0.0001,

/>0. 999
>999 (>999,
I NC

>999)

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Chronic fatigue
syndr ome
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
I nduration
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Pr ot ocol : 207966

Page 33 of 487
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
I nfl anmati on
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0. 999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Injection site
di schar ge
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/ 0. 957
Max Gade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
I NC 11. 3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event™

Note: OR = (dds Rati o;
from gennod nodels (link
NC = Not Cal cul abl e.
esti mat es.

PPD

= identity,

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 34 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Injection site

fibrosis
Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

gab~_w

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

1 (<1%

0
1 (<1%

[e)oXe]

oo

[e)oXe]

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10.7225,
11. 3341)

/0.957

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 35 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Injection site
hypersensitivity

Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

1
2

gab~_w

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

[e)oXe]

oo

[e)oXe]

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10.7225,
11. 3341)

/0.957

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Injection site
nmass
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 37 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Injection site

necrosi s
Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

gab~_w

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

1 (<1%

0
1 (<1%

[e)oXe]

oo

[e)oXe]

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10.7225,
11. 3341)

/0.957

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Injection site
rash
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Mass
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
- )
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Protocol : 207966 Page 39 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Cedenan
peri pheral
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0. 999 />0. 999
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Sensation of
forei gn body

Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0.999 />0.999

Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999

Max Grade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Sl uggi shness
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957

Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)

/ NC 11. 3341) / NC
/0. 957

Max Grade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966 Page 41 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Tenperature
regul ation

di sor der
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) [ NC
/0. 957
Max G ade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) [ NC
/0. 957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term ( Mai nt enance Phase)
System Organ
d ass W Aw OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Thi r st
Any Event 0 1 (<19 <0. 0001 (<0.0001
-)
/>0.999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 2 0 0 NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Xer osi s
Any Event 1 (<1% 0 >999 (>999, >999)
/ NC
Max Grade 1 1 (<1% 0 >9099 (>999, >999)
/ NC
Max G ade 2 0 0 NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

RD (95%Cl)
/ p- val ue

Page 42 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue
<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

>999 (>999,
/' NC

>999)

>999 (>999,
/' NC

>999)

NC
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966 Page 43 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue

I nfections and

i nfestations

Any Event 176 (54% 201 (61% 0. 7307 (0.5352, -7.6453 (-15.1965, 0.8756 (0.7673

0. 9974) - 0. 0940) 0. 9993)
/0.048 /0. 047 /0. 049

Max G ade 1 105 (32% 120 (37% 0. 8159 (0.5906, -4,5872 (-11.8603, 0.8750 (0.7076
1.1272) 2.6860) 1. 0820)
/0.217 /0.216 /0.218

Max G ade 2 66 (20% 76 (23% 0. 8351 (0.5754, -3.0581 (-9.3734, 0. 8684 (0.6485
1.2121) 3.2572) 1.1629)
/0. 343 /0. 343 /0. 344

Max G ade 3 4 (1% 4 (1% 1. 0000 (0. 2480, <0. 0001 (-1.6849, 1. 0000 (0.2522
4.0328) 1. 6849) 3. 9646)
/>0. 999 />0. 999 />0. 999

Max G ade 4 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0. 999 />0. 999 />0. 999

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966 Page 44 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Nasopharyngitis
Any Event 48 (15% 49 (15% 0.9761 (0.6341, -0.3058 (-5.7536, 0.9796 (0.6784,
1.5024) 5. 1420) 1.4144)
/0.912 /0.912 /0.912
Max Grade 1 35 (11% 41 (13% 0.8361 (0.5176, -1.8349 (-6.7451, 0. 8537 (0.5585
1. 3507) 3.0754) 1. 3047)
/0. 465 /0. 464 /0. 465
Max Grade 2 13 (4% 8 (2% 1.6509 (0.6750, 1.5291 (-1.1706, 1.6250 (0.6826
4.0378) 4.2287) 3. 8682)
/0.272 /0. 267 /0.273
Max Grade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Upper

respiratory
tract infection

Any Event 35 (11% 53 (16% 0. 6197 (0.3921, -5.5046 (-10.7183, 0.6604 (0.4434,

0.9793) -0.2909) 0.9836)
/0. 040 /0.039 /0.041

Max G ade 1 24 (79 38 (12% 0. 6024 (0. 3525, -4,2813 (-8. 7596, 0.6316 (0.3879,
1. 0294) 0. 1969) 1. 0284)
/0.064 /0.061 /0. 065

Max G ade 2 11 (3% 15 (5% 0.7241 (0.3274, -1.2232 (-4.2166, 0. 7333 (0. 3420,
1.6011) 1.7702) 1.5724)
/0. 425 /0. 423 /0. 425

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Gastroenteritis
Any Event 11 (3% 23 (7% 0. 4601 (0.2205, -3.6697 (-7.0610, 0.4783 (0.2370,
0. 9601) -0. 2785) 0. 9650)
/0.039 /0.034 /0.039
Max Grade 1 9 (3% 14 (4% 0. 6327 (0.2700, -1.5291 (-4.3501, 0. 6429 (0.2822,
1.4831) 1. 2920) 1. 4643)
/0.292 /0.288 /0.293
Max Grade 2 2 (<1% 9 (3% 0.2174 (0.0466, -2.1407 (-4.1050, 0. 2222 (0.0484,
1.0142) -0.1764) 1. 0206)
/0. 052 /0. 033 /0. 053
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pharyngitis
Any Event 11 (3% 18 (6% 0.5976 (0.2777, -2.1407 (-5.2918, 0.6111 (0.2932
1. 2859) 1.0104) 1. 2735)
/0.188 /0.183 /0.189
Max Grade 1 7 (29 12 (4% 0.5742 (0.2232, -1.5291 (-4.1008, 0.5833 (0.2326
1.4774) 1.0427) 1. 4630)
/0. 250 /0.244 /0.251
Max Grade 2 4 (1% 6 (2% 0. 6625 (0.1852, -0.6116 (-2.4919, 0. 6667 (0.1899
2.3700) 1. 2686) 2. 3405)
/0.527 /0.524 /0.527
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Syphilis
Any Event 7 (29 16 (5% 0.4252 (0.1726, -2.7523 (-5.5679, 0. 4375 (0.1824,
1.0477) 0. 0633) 1. 0494)
/0. 063 /0. 055 /0. 064
Max Grade 1 5 (2% 10 (3% 0. 4922 (0.1664, -1.5291 (-3.8207, 0.5000 (0.1728
1. 4562) 0. 7626) 1. 4468)
/0.200 /0.191 /0.201
Max Grade 2 2 (<1% 6 (2% 0. 3292 (0.0660, -1.2232 (-2.9055, 0. 3333 (0.0678
1. 6433) 0. 4590) 1. 6394)
/0.176 /0.154 /0.176
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Bronchitis
Any Event 11 (3% 11 (3% 1. 0000 (0.4273, <0. 0001 (-2.7636, 1. 0000 (0.4397
2. 3400) 2.7636) 2.2740)
/>0.999 />0.999 />0.999
Max Grade 1 6 (2% 8 (2% 0. 7453 (0. 2557, -0.6116 (-2.8297, 0. 7500 (0.2632
2.1724) 1. 6064) 2.1376)
/0.590 /0.589 /0.590
Max Grade 2 5 (2% 3 (<19 1.6770 (0.3975, 0.6116 (-1.0726, 1.6667 (0.4016
7.0756) 2. 2959) 6.9168)
/0.482 /0. 477 /0.482
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
I nfluenza
Any Event 9 (3% 11 (3% 0.8130 (0.3323, -0.6116 (-3.2504, 0.8182 (0.3436
1. 9890) 2.0272) 1.9481)
/0. 650 /0. 650 /0. 650
Max Grade 1 6 (2% 6 (2% 1. 0000 (0.3191, <0. 0001 (-2.0572, 1. 0000 (0.3259
3.1334) 2.0572) 3.0684)
/>0.999 />0.999 />0.999
Max Grade 2 3 (<19 5 (2% 0. 5963 (0.1413, -0.6116 (-2.2959, 0. 6000 (0.1446
2.5159) 1.0726) 2. 4900)
/0.482 /0. 477 /0.482
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 51 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Gonor r hoea
Any Event 9 (3% 9 (3% 1. 0000 (0.3918, <0. 0001 (-2.5077, 1. 0000 (0.4021
2.5521) 2.5077) 2.4871)
/>0.999 />0.999 />0.999
Max Grade 1 8 (2% 6 (2% 1. 3417 (0.4603, 0.6116 (-1.6064, 1.3333 (0.4678
3.9107) 2.8297) 3.8001)
/0.590 /0.589 /0.590
Max Grade 2 1 (<19 3 (<19 0. 3313 (0.0343, -0.6116 (-1.8058, 0. 3333 (0.0349
3. 2015) 0. 5825) 3.1879)
/0. 340 /0.315 /0.340
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 52 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Sinusitis
Any Event 7 (29 9 (3% 0. 7729 (0.2844, -0.6116 (-2.9792, 0.7778 (0.2931
2.1007) 1. 7559) 2.0636)
/0.614 /0.613 /0.614
Max Grade 1 5 (2% 7 (29 0.7099 (0.2230, -0.6116 (-2.6683, 0.7143 (0.2290
2.2599) 1. 4450) 2.2275)
/0.562 /0. 560 /0.562
Max Grade 2 2 (<1% 2 (<1% 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0. 1417
7.1419) 1.1951) 7.0566)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 53 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Respiratory
tract infection

vi ral
Any Event 6 (2% 8 (2% 0. 7453 (0. 2557, -0.6116 (-2.8297, 0. 7500 (0. 2632,

2.1724) 1. 6064) 2.1376)
/0.590 /0.589 /0.590

Max G ade 1 4 (1% 6 (2% 0. 6625 (0.1852, -0.6116 (-2.4919, 0. 6667 (0.1899,
2.3700) 1. 2686) 2. 3405)
/0.527 /0.524 /0.527

Max G ade 2 2 (<19 2 (<19 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0. 1417,
7.1419) 1.1951) 7.0566)
/>0. 999 />0. 999 />0. 999

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Chl anydi al
i nfection
Any Event 8 (2% 5 (2% 1. 6150 (0.5227,
4.9898)
/0. 405
Max Grade 1 6 (2% 4 (1% 1.5093 (0.4219,
5. 3990)
/0.527
Max G ade 2 2 (<1% 1 (<1% 2.0062 (0.1810,
22.2332)
/0.571
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

RD (95%Cl)
/ p- val ue

0.9174 (-1.2209,
3. 0558)

/0. 400

0.6116 (-1.2686,
2. 4919)

/0. 524

0.3058 (-0.7297,
1. 3413)

/0.563

NC

NC
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 6000 (0. 5290,
4. 8394)

/0. 405

1. 5000 (0. 4273,
5.2661)

/0.527

2.0000 (0. 1822,
21.9486)
/0.571

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Pr ot ocol :
Popul ati on:

207966
Saf ety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

d ass w w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Urinary tract
i nfection
Any Event 4 (1% 9 (3% 0.4376 (0.1334,
1. 4353)
/0.173
Max Grade 1 3 (<1% 5 (2% 0.5963 (0.1413,
2.5159)
/0.482
Max G ade 2 1 (<1% 4 (1% 0.2477 (0.0275,
2.2281)
/0.213
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

from gennod nodels (link =
NC = Not Cal cul abl e.

esti mat es.
PPD

identity,

logit or |og,

RD (95%Cl)
/ p- val ue

-1.5291 (-3.6653,
0.6072)

/0.161

-0.6116 (-2.2959,
1. 0726)

/0. 477

-0.9174 (-2.2507,
0. 4158)

/0.177

NC

NC
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 4444 (0. 1382,
1. 4288)

/0.173

0. 6000 (0. 1446,
2. 4900)

/0. 482

0. 2500 (0.0281,
2.2247)

/0.214

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Protocol : 207966 Page 56 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Viral infection
Any Event 7 (29 6 (2% 1.1703 (0.3890, 0. 3058 (-1.8336, 1.1667 (0.3964,
3.5206) 2. 4452) 3.4341)
/0.780 /0.779 /0.780
Max Grade 1 4 (1% 3 (<19 1.3375 (0.2970, 0.3058 (-1.2713, 1.3333 (0.3008
6.0233) 1. 8829) 5.9107)
/0.705 /0.704 /0.705
Max Grade 2 3 (<19 3 (<19 1. 0000 (0.2003, <0. 0001 (-1.4614, 1. 0000 (0.2033
4.9913) 1.4614) 4.9182)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Proctitis
gonococcal
Any Event 4 (1% 8 (2% 0.4938 (0.1472,
1. 6562)
/0. 253
Max Grade 1 2 (<1% 2 (<1% 1. 0000 (0. 1400,
7.1419)
/>0.999
Max G ade 2 2 (<1% 6 (2% 0. 3292 (0.0660,
1. 6433)
/0.176
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

RD (95%Cl)
/ p- val ue

-1.2232 (-3.2783,
0. 8318)

/0.243

<0. 0001 (-1.1951,
1.1951)

/>0. 999

-1.2232 (-2.9055,
0. 4590)

/0. 154

NC

NC
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 5000 (0. 1520,
1. 6442)

/0. 254

1. 0000 (0. 1417,
7. 0566)

/ >0. 999

0.3333 (0.0678,
1. 6394)

/0.176

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Respiratory
tract infection
Any Event 5 (2% 6 (2% 0. 8307 (0.2510,
2.7495)
/0.761
Max Grade 1 5 (2% 5 (2% 1. 0000 (0. 2867,
3. 4875)
/>0.999
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001
-)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

RD (95%Cl)
/ p- val ue

-0.3058 (-2.2768,
1. 6652)

/0. 761

<0. 0001 (-1.8809,
1. 8809)

/>0. 999

NC

NC
NC
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 8333 (0. 2569,
2. 7035)

/0.761

1. 0000 (0. 2923,
3. 4215)

/>0. 999

<0. 0001 (<0.0001

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Tonsillitis
Any Event 4 (1% 7 (29 0.5661 (0.1641, -0.9174 (-2.8873, 0.5714 (0.1689
1.9527) 1. 0524) 1.9334)
/0. 368 /0. 361 /0. 368
Max Grade 1 2 (<1% 4 (1% 0. 4969 (0.0904, -0.6116 (-2.0723, 0. 5000 (0.0922
2.7320) 0. 8490) 2.7109)
/0.421 /0.412 /0.422
Max Grade 2 2 (<1% 3 (<19 0. 6646 (0.1103, -0.3058 (-1.6407, 0. 6667 (0.1121
4.0038) 1.0291) 3.9636)
/0. 656 /0. 653 /0. 656
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Conjunctivitis
Any Event 3 (<19 7 (29 0. 4233 (0.1085, -1.2232 (-3.1018, 0. 4286 (0.1118
1.6513) 0. 6553) 1. 6429)
/0.216 /0.202 /0.217
Max Grade 1 2 (<1% 6 (2% 0. 3292 (0.0660, -1.2232 (-2.9055, 0. 3333 (0.0678
1. 6433) 0. 4590) 1. 6394)
/0.176 /0.154 /0.176
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass W

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 61 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Preferred Term (N=327)
Anal chl anmydi a
i nfection
Any Event 4 (1%

Max Grade 1 2 (<19%
Max G ade 2 2 (<19
Max G ade 3 0
Max Grade 4 0
Max G ade 5 0

[eo)eole]

0.7975 (0. 2122,
2.9969)

/0.738

>999 (>999, >999)
I NC

0.3963 (0.0763,
2. 0575)

/0.271

NC

NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

-0.3058 (-2.0914,
1. 4798)

/0.737

NC

-0.9174 (-2.4932,
0. 6583)

/0.254

NC

NC

0. 8000 (0. 2168,
2. 9526)

/0.738

>999 (>999, >999)
I NC

0. 4000 (0.0782,
2.0470)

/0.271

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Oral herpes
Any Event 2 (<1% 7 (29 0.2813 (0.0580, -1.5291 (-3.3109, 0. 2857 (0.0598
1. 3645) 0. 2528) 1.3651)
/0.115 /0.093 /0.116
Max Grade 1 1 (<19 6 (2% 0.1641 (0.0196, -1.5291 (-3.1020, 0.1667 (0.0202
1. 3708) 0. 0439) 1. 3767)
/0. 095 /0. 057 /0. 096
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Rhinitis
Any Event 4 (1% 5 (2% 0. 7975 (0.2122, -0.3058 (-2.0914, 0. 8000 (0. 2168,
2.9969) 1. 4798) 2.9526)
/0.738 /0.737 /0.738
Max Grade 1 4 (1% 5 (2% 0. 7975 (0.2122, -0.3058 (-2.0914, 0. 8000 (0.2168
2.9969) 1. 4798) 2.9526)
/0.738 /0.737 /0.738
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Urethritis
Any Event 4 (1% 5 (2% 0. 7975 (0.2122, -0.3058 (-2.0914, 0. 8000 (0.2168
2.9969) 1. 4798) 2.9526)
/0.738 /0.737 /0.738
Max Grade 1 3 (<19 4 (1% 0. 7477 (0. 1660, -0.3058 (-1.8829, 0. 7500 (0.1692
3.3672) 1.2713) 3.3248)
/0.705 /0.704 /0.705
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

OR (95%C1)
/ p- val ue

0.2813 (0. 0580,
1. 3645)

/0.115

0.3963 (0.0763,
2. 0575)

/0.271

<0. 0001 (<0.0001,

-)
/>0. 999
NC
NC

d ass w w
Preferred Term (N=327) (N=327)
Viral upper
respiratory
tract infection
Any Event 2 (<19 7 (2%
Max Grade 1 2 (<19 5 (2%
Max G ade 2 0 2 (<19
Max G ade 3 0 0
Max G ade 4 0 0
Max Grade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = (Odds Rati o;

NC = Not Cal cul abl e.
esti mat es.
PPD

identity,

RD = Risk Difference (in percentages);
from gennod nodels (link =

logit or |og,

RD (95%Cl)
/ p- val ue

-1.5291 (-3.3109,
0. 2528)

/0.093

-0.9174 (-2.4932,
0. 6583)

/0.254

NC

NC
NC

Page 65 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 2857 (0.0598,
1. 3651)

/0.116

0. 4000 (0.0782,
2. 0470)

/0.271

<0. 0001 (<0.0001,

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass W

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 66 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Preferred Term (N=327)
Folliculitis

Any Event 3 (<1%
Max G ade 1 2 (<19
Max G ade 2 1 (<1%
Max G ade 3 0
Max G ade 4 0
Max Grade 5 0

[eo)eole]

0.7477 (0. 1660,
3.3672)

/0.705

0.4969 (0.0904,
2. 7320)

/0. 421

>999 (>999, >999)
I NC

NC
NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

-0.3058 (-1.8829,
1.2713)

/0.704

-0.6116 (-2.0723,
0. 8490)

/0. 412

0. 3058 (-10. 7225,
11. 3341)

/0. 957

NC

NC

0. 7500 (0. 1692,
3.3248)

/0.705

0. 5000 (0. 0922,
2. 71009)

/0. 422

>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
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Pr ot ocol :
Popul ati on:

207966
Saf ety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

d ass w w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Gastroenteritis
vi ral
Any Event 2 (<1% 5 (2% 0. 3963 (0.0763,
2.0575)
/0.271
Max Grade 1 1 (<1% 3 (<1% 0. 3313 (0.0343,
3.2015)
/0.340
Max G ade 2 1 (<1% 2 (<1% 0. 4985 (0.0450,
5.5243)
/0.571
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

from gennod nodels (link =
NC = Not Cal cul abl e.

esti mat es.
PPD

identity,

logit or |og,

RD (95%Cl)
/ p- val ue

-0.9174 (-2.4932,
0. 6583)

/0. 254

-0.6116 (-1.8058,
0. 5825)

/0.315

-0.3058 (-1.3413,
0. 7297)

/0.563

NC

NC

Page 67 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 4000 (0.0782,
2. 0470)

/0.271

0. 3333 (0.0349,
3. 1879)

/0. 340

0. 5000 (0. 0456,
5. 4872)

/0.571

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Protocol : 207966 Page 68 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Her pes zoster
Any Event 3 (<1% 4 (19 0. 7477 (0.1660, -0.3058 (-1.8829, 0. 7500 (0.1692
3.3672) 1.2713) 3. 3248)
/0. 705 /0.704 /0. 705
Max Grade 1 2 (<19 2 (<1% 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0. 1417
7.1419) 1.1951) 7. 0566)
/>0.999 />0.999 />0.999
Max Grade 2 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Ti nea
ver si col our
Any Event 1 (<1% 5 (2% 0. 1975 (0.0230,
1.7002)
/0.140
Max Grade 1 1 (<1% 4 (1% 0.2477 (0.0275,
2.2281)
/0.213
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001
-)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

RD (95%Cl)
/ p- val ue

-1.2232 (-2.6816,
0. 2352)

/0. 100

-0.9174 (-2.2507,
0. 4158)

/0.177

NC

NC
NC

Page 69 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 2000 (0. 0235,
1. 7025)

/0. 141

0. 2500 (0.0281,
2.2247)

/0.214

<0. 0001 (<0.0001

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass W

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 70 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Preferred Term (N=327)
Ear infection

Any Event 2 (<1%
Max G ade 1 1 (<1%
Max G ade 2 1 (<1%
Max G ade 3 0
Max G ade 4 0
Max Grade 5 0

3 (<1%

3 (<19

[eo)eole]

0. 6646 (0.1103,
4.0038)

/0.656

0. 3313 (0. 0343,
3. 2015)

/0.340

>999 (>999, >999)
I NC

NC
NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

-0.3058 (-1.6407,
1.0291)

/0. 653

-0.6116 (-1.8058,
0. 5825)

/0.315

0.3058 (-10.7225,
11. 3341)

/0.957

NC

NC

0. 6667 (0.1121,
3. 9636)

/0. 656

0. 3333 (0. 0349,
3.1879)

/0. 340

>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Fungal skin
i nfection
Any Event 2 (<1% 3 (<1% 0. 6646 (0.1103,
4.0038)
/0. 656
Max Grade 1 2 (<1% 2 (<1% 1. 0000 (0. 1400,
7.1419)
/>0.999
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

RD (95%Cl)
/ p- val ue

-0.3058 (-1.6407,
1.0291)

/0. 653

<0.0001 (-1.1951
1.1951)

/>0. 999

NC

NC
NC

Page 71 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.6667 (0.1121,
3. 9636)

/0. 656

1. 0000 (0. 1417,
7. 0566)

/>0. 999

<0. 0001 (<0.0001,

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Furuncl e
Any Event 3 (<19 2 (<1% 1.5046 (0.2498, 0. 3058 (-1.0291, 1.5000 (0.2523
9. 0643) 1. 6407) 8.9181)
/0. 656 /0. 653 /0. 656
Max Grade 1 2 (<1% 1 (<19 2.0062 (0.1810, 0. 3058 (-0.7297, 2.0000 (0.1822
22.2332) 1.3413) 21.9486)
/0.571 /0.563 /0.571
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

C ass :sw aw OR (95%C1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Her pes si npl ex
Any Event 2 (<1% 3 (<19 0. 6646 (0.1103, -0.3058 (-1.6407, 0. 6667 (0.1121,

4.0038) 1.0291) 3. 9636)
/0. 656 /0.653 /0. 656

Max Grade 1 2 (<1% 3 (<19 0. 6646 (0.1103, -0.3058 (-1.6407, 0. 6667 (0.1121,
4.0038) 1.0291) 3. 9636)
/0. 656 /0.653 /0. 656

Max Grade 2 0 0 NC NC NC

Max Grade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max G ade 5 0 0

Hor deol um
Any Event 2 (<1% 3 (<19 0. 6646 (0.1103, -0.3058 (-1.6407, 0. 6667 (0.1121,

4.0038) 1.0291) 3. 9636)
/0. 656 /0.653 /0. 656

Max Grade 1 2 (<1% 3 (<19 0. 6646 (0.1103, -0.3058 (-1.6407, 0. 6667 (0.1121,
4.0038) 1.0291) 3. 9636)
/0. 656 /0.653 /0. 656

Max Grade 2 0 0 NC NC NC

Max Grade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Pr ot ocol : 207966

Popul ation: Safety

System Organ

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

Page 74 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass w w OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Lower
respiratory
tract infection
Any Event 4 (1% 1 (<1% 4.0372 (0.4488, 0.9174 (-0.4158, 4.0000 (0.4495
36. 3154) 2.2507) 35. 5960)
/0.213 /0.177 /0.214
Max Grade 1 3 (<19 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max G ade 2 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
O ophar yngeal
gonococcal
i nfection
Any Event 2 (<1% 3 (<1% 0. 6646 (0.1103, -0.3058 (-1.6407, 0.6667 (0.1121,
4.0038) 1.0291) 3. 9636)
/0. 656 /0. 653 /0. 656
Max G ade 1 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0. 0628,
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max G ade 2 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456,
5.5243) 0. 7297) 5.4872)
/0.571 /0. 563 /0.571
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pneunoni a
Any Event 2 (<1% 3 (<19 0. 6646 (0.1103, -0.3058 (-1.6407, 0. 6667 (0.1121
4.0038) 1.0291) 3. 9636)
/0. 656 /0.653 /0. 656
Max Grade 1 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max Grade 3 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Toot h abscess
Any Event 0 5 (2% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 1 0 3 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Uethritis
gonococcal
Any Event 1 (<1% 4 (1% 0.2477 (0.0275,
2.2281)
/0.213
Max Grade 1 1 (<1% 2 (<1% 0. 4985 (0.0450,
5.5243)
/0.571
Max G ade 2 0 2 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

RD (95%Cl)
/ p- val ue

-0.9174 (-2.2507,
0. 4158)

/0.177

-0.3058 (-1.3413,
0. 7297)

/0.563

NC

NC
NC

Page 78 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 2500 (0.0281,
2.2247)

/0.214

0. 5000 (0. 0456,
5. 4872)

/0.571

<0. 0001 (<0.0001

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Gngivitis
Any Event 2 (<1% 2 (<1% 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0. 1417,
7.1419) 1.1951) 7.0566)
/>0.999 />0.999 />0.999
Max Grade 1 2 (<1% 2 (<1% 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0. 1417,
7.1419) 1.1951) 7.0566)
/>0.999 />0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Mycopl asna
geni talium

i nfection
Any Event 0 4 (1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0. 999 />0. 999

Max G ade 1 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
- )
/>0. 999 />0. 999

Max G ade 2 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Onychonycosi s
Any Event 1 (<19 3 (<19 0. 3313 (0.0343, -0.6116 (-1.8058, 0. 3333 (0.0349,
3. 2015) 0. 5825) 3.1879)
/0.340 /0.315 /0.340
Max Grade 1 1 (<19 3 (<19 0. 3313 (0.0343, -0.6116 (-1.8058, 0. 3333 (0.0349,
3. 2015) 0. 5825) 3.1879
/0. 340 /0.315 /0.340
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Toot h infection

Any Event 0 4 (1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

) )
/>0. 999 />0. 999

Max G ade 1 0 4 (1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999

Max G ade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Acarodermatitis
Any Event 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass @BW W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Body tinea
Any Event 2 (<1% 1 (<19 2.0062 (0.1810, 0. 3058 (-0.7297, 2.0000 (0.1822
22.2332) 1.3413) 21.9486)
/0.571 /0.563 /0.571
Max Grade 1 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica

14SEP2020 01: 31
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Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Cellulitis
Any Event 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max G ade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
P 14SEP2020 01: 31
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Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

Cl ass @swW w OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Diverticulitis
Any Event 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456,
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 3 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
CGenital herpes
Any Event 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456,
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max Grade 2 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Oral candidiasis
Any Event 0 3 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 1 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Qitis externa
Any Event 0 3 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 1 0 3 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass @BW W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Par onychi a
Any Event 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456,
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 1 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

C ass :sw aw OR (95%C1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Phar yngot onsi | |
tis
Any Event 0 3 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 2 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Secondary
syphilis
Any Event 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 1 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456
5.5243) 0.7297) 5. 4872)
/0.571 /0. 563 /0.571
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Tracheitis
Any Event 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
P 14SEP2020 01: 31
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Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
Uethritis
chl anydi al
Any Event 0 3 (<1%
Max Grade 1 0 0
Max G ade 2 0 3 (<19
Max G ade 3 0 0
Max Grade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 93 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Vagi nal
i nfection
Any Event 1 (<1% 2 (<1% 0. 4985 (0. 0450, -0.3058 (-1.3413, 0. 5000 (0.0456,
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 1 1 (<1% 2 (<1% 0. 4985 (0. 0450, -0.3058 (-1.3413, 0. 5000 (0.0456,
5.5243) 0.7297) 5. 4872)
/0.571 /0. 563 /0.571
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Viral
pharyngitis
Any Event 0 3 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Protocol : 207966 Page 96 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Acute hepatitis
B
Any Event 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 0 NC NC NC
Max Grade 3 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max Grade 4 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Cystitis
Any Event 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ati on:

207966
Saf ety

System Organ

d ass

Preferred Term
Enteritis

i nfectious

Any Event

Max

Max

Max
Max
Max

G ade

G ade

G ade
G ade
G ade

gabrhw

Note: "Any Event™

Note: OR = (dds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.
esti mat es.

PPD

2 (<1%
1 (<1%

1 (<1%

[eo)eole]

[eo)eole]

logit or |og,
Zero counts for AEs in either treatnent group may lead to unreliable statistical

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

>999 (>999, >999)
I NC
>999 (>999, >999)
I NC

>999 (>999, >999)
/ NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);

RD (95%Cl)
/ p- val ue

0.3058 (-10. 7225,
11. 3341)

/0.957

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

Page 98 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

>999 (>999, >999)
I NC
>999 (>999, >999)
I NC

>999 (>999, >999)
/ NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Epi didymitis
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max G ade 1 0 0 NC NC NC
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 3 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Protocol : 207966 Page 100 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Escheri chi a
urinary tract

i nfection
Any Event 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0. 999 />0. 999

Max G ade 1 0 1 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0. 999 />0. 999

Max G ade 2 0 1 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
PPD 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Hel i cobact er
i nfection
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Hepatitis E
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

C ass :sw aw OR (95%C1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Injection site
abscess
Any Event 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max Grade 3 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
I NC 11. 3341) I NC
/0. 957
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Laryngitis
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Lynphogr anul ona
vener eum
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

Page 106 of 487

System Or gan

O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue
Mol | uscum
cont agi osum
Any Event 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464,
16. 0556) 0. 8464)
/>0.999 />0.999
Max Grade 1 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464,
16. 0556) 0. 8464)
/>0.999 />0.999
Max Grade 2 0 0 NC NC
Max G ade 3 0 0 NC NC
Max G ade 4 0 0 NC NC
Max Grade 5 0 0
Ochitis
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC
/>0.999
Max Grade 1 0 0 NC NC
Max G ade 2 0 2 (<1% <0. 0001 (<0. 0001, NC
-)
/>0. 999
Max G ade 3 0 0 NC NC
Max G ade 4 0 0 NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

RR (95%Cl)
/ p- val ue

1. 0000 (0. 0628,
15. 9198)

/>0. 999

1. 0000 (0. 0628,
15. 9198)

/>0. 999

NC

NC

NC

<0. 0001 (<0.0001,

/>0. 999
NC
<0. 0001 (<0.0001,

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica

esti mat es.
PPD
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Qitis nedia
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 1 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Page 108 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass @_wW w OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Phar yngeal
chl anydi a
i nfection
Any Event 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0. 0628,
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max G ade 1 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0.999 />0.999
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
I NC 11. 3341) I NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass ;W Aaw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Pharyngitis
strept ococcal
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Post operati ve
wound i nfection

Any Event 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0. 0628,

16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999

Max Grade 1 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0. 0628,
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999

Max Grade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass @BW W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Primary syphilis
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
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Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 112 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Pul pitis dental
Any Event

Max

Max

Max
Max
Max

Shi gel l a

G ade

G ade

G ade
G ade
G ade

i nfection
Any Event

Max
Max

Max
Max
Max

G ade
G ade

G ade
G ade
G ade

gabrhw

gabrhw NP

Note: "Any Event™

Note: OR = (dds Rati o;
from gennod nodels (link
NC = Not Cal cul abl e.
esti mat es.

PPD

[eo)eole]

QOO NO N

(<199

(<19

(<19

= identity,

1 (<1%

1 (<1%

[eo)eole]

0O oo o

1. 0000 (0.0623,
16. 0556)

/>0. 999

<0. 0001 (<0.0001

)
/>0.999
>999 (>999, >999)
/ NC

NC
NC

>999 (>999, >999)
/' NC
NC
>999 (>999, >999)
/' NC
NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

NC

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

66 66 &

1. 0000 (0.0628,
15. 9198)

/>0. 999

<0. 0001 (<0.0001

-)

/>0.999

>999 (>999, >999)
/ NC

NC
NC

>999 (>999, >999)
/' NC
NC
>999 (>999, >999)
/' NC
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Skin infection
Any Event 2 (<1% 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max Grade 1 2 (<19 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
St aphyl ococcal
i nfection
Any Event 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0. 0628,
16. 0556) 0. 8464) 15.9198)
/>0. 999 />0. 999 />0. 999
Max G ade 1 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0. 0628,
16. 0556) 0. 8464) 15.9198)
/>0. 999 />0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
St aphyl ococcal
skin infection

Any Event 2 (<1% 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max G ade 1 1 (<19 0 >9099 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 2 1 (<19 0 >9099 (>999, >999) 0. 3058 (-10. 7225, >9099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Tinea infection
Any Event 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 1 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

C ass :sw aw OR (95%C1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ur eapl asna
i nfection
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Protocol : 207966 Page 117 of 487
Popul ation: Safety
Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass @BW W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Varicella
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass ;W Aaw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Abscess
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Abscess |inb
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999
Max G ade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 119

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

of 487

Anal abscess
Any Event

Max G ade
Max G ade
Max G ade

Max G ade
Max G ade

Art hr opod
i nfestation
Any Event

Max G ade

Max G ade
Max G ade
Max G ade
Max G ade

Not e:
Not e:

esti mat es.
PPD

WN P~

GO WN

"Any Event"
OR = (dds Rati o;
from gennod nodels (link
NC = Not Cal cul abl e.

1

OO

[eoleolole)

(<199

(<199

= identity,

[eo)eole]

[

[eoleolole)

(<19

(<19

>999 (>999,
/' NC

NC
NC

>999 (>999,
/I NC

NC

<0. 0001 ( <O.

/>0. 999
<0. 0001 ( <O.

)
/>0. 999
NC
NC
NC

represents subjects with any AE reported.

RD = Risk Difference (in percentages);
logit or I|og,
Zero counts for AEs in either treatnent group may lead to unreliable statistical

>999)

>999)

0001,

0001,

0. 3058 (-10. 7225,
11. 3341)

/0. 957

NC

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

666

>999 (>999,
/' NC

NC
NC

>999 (>999,
/I NC

NC

<0. 0001 ( <O.

/>0. 999
<0. 0001 ( <O.

-)
/>0. 999
NC
NC
NC

>999)

>999)

0001,

0001,

RR = Relative Risk. RD, OR and RR are obtai ned
respectively) with no covariate adjustnment.
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Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
Asynpt omati c
bacteriuria
Any Event 0 1 (<1%
Max Grade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max Grade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 120 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
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Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Bact eri al
di arr hoea
Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

gab~_w

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

1 (<1%

0
1 (<1%

[e)oXe]

oo

[e)oXe]

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10.7225,
11. 3341)

/0.957

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
Bact eri al
rhinitis
Any Event 0 1 (<1%
Max Grade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max G ade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD
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System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Bact eri al
vagi nosi s
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0. 999 />0. 999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Bronchitis viral
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
_) -
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Candi da
i nfection
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 125 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Chest wal |
abscess
Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

gab~_w

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

1 (<1%

0
1 (<1%

[e)oXe]

oo

[e)oXe]

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10.7225,
11. 3341)

/0.957

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Chroni c
sinusitis
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Conjunctivitis
vi ral
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Cut aneous
bl ast ormycosi s
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
Der nat ophyt osi s
of nail
Any Event 0 1 (<1%

Max Grade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max G ade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 129 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
Devi ce rel at ed
i nfection
Any Event 0 1 (<1%

Max Grade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max G ade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 130 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
D arr hoea
i nfectious
Any Event 0 1 (<1%
Max Grade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max G ade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 131 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ear infection
bacteri al
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0. 999 />0. 999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Ent erobi asi s
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
-) -)
/>0. 999 />0. 999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Protocol : 207966 Page 133 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ent er ovi r us
i nfection
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966 Page 134 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Epiglottitis
obstructive

Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 5 0 0
Erysi pel as
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 0 NC NC NC
Max G ade 3 1 (<19 0 >9099 (>999, >999) 0. 3058 (-10. 7225, >9099 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 135 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Eryt hema ni grans
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Escheri chi a
i nfection
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Gade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ext ernal ear
cellulitis

Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Gastritis viral

Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

/>0.999 />0.999

Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999

Max Grade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 137 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Gastroenteritis

Escherichia coli

Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

1
2

gab~_w

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

[e)oXe]

oo

[e)oXe]

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10.7225,
11. 3341)

/0.957

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 138 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

CGenita
candi di asi s
Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

gab~_w

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

1 (<1%

0
1 (<1%

[e)oXe]

oo

[e)oXe]

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10.7225,
11. 3341)

/0.957

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Protocol : 207966 Page 139 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
CGeni tal herpes
si npl ex
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Geni touri nary
tract infection

Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0.999 />0.999

Max Grade 1 0 0 NC NC NC

Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0. 999 />0. 999

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

G ngi val abscess
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

_) -
/>0.999 />0.999

Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999

Max Grade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass ;W Aaw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Groin abscess
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957

Max G ade 1 1 (<19 0 >9099 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)

/ NC 11. 3341) / NC
/0. 957

Max G ade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

I nfection
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0. 999 />0. 999

Max G ade 1 0 0 NC NC NC

Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
I nfectious
nononucl eosi s
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Labyrinthitis
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Lice infestation
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 1 0 0 NC NC NC
Max Grade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Mycopl asna
i nfection
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
Cesophageal
candi di asi s
Any Event 0 1 (<1%
Max Grade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max Grade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 144 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 145 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Opht hal ni ¢
her pes zoster
Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

gab~_w

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

1 (<1%

0
1 (<1%

[e)oXe]

[e)oXe]

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10.7225,
11. 3341)

/0.957

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Qitis nedia
acute
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Penil e infection
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pericoronitis
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 1 1 (<19 0 >9099 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Perirectal
abscess
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
[ NC 11. 3341) [ NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Peritonsillar
abscess
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pharyngitis
bacteri al
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pharyngitis
mycopl asmal
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Proctitis
chl anydi al
Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

gab~_w

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

1 (<1%

0
1 (<1%

[e)oXe]

oo

[e)oXe]

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10.7225,
11. 3341)

/0.957

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Proctitis
mycopl asmal
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pul nonary
t ubercul osi s
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
[ NC 11. 3341) [ NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Rect al abscess
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Schi st osom asi s
cut aneous
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Si al oadenitis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<O
/>0. 999 />0. 999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
Ski n bacteri al
i nfection
Any Event 0 1 (<1%

Max Grade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max G ade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 155 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



Protocol : 207966 Page 156 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Subcut aneous
abscess
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
[ NC 11. 3341) [ NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Syphilis genital
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Pr ot ocol :

Popul ati on:

207966
Saf ety

System Organ

d ass
Preferred

Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 157 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Ti nea capitis
Any Event

Max

Max
Max
Max
Max

G ade

G ade
G ade
G ade
G ade

Tinea cruris
Any Event

Max

Max
Max
Max
Max

G ade

G ade
G ade
G ade
G ade

abhwiN

abhwiN

Note: "Any Event™

Note: OR = (dds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.
esti mat es.

PPD

1 (<1%

1 (<1%

[eoleolole)

[eoleolole)

[eoleolole)

[

[

[eoleolole)

(<199

(<19

>999 (>999, >999)
/ NC

>999 (>999, >999)
/ NC

NC
NC
NC

<0. 0001 (<0.0001,

)
1>0. 999
<0. 0001 (<0.0001

)
/>0. 999
NC
NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

666 & 6

>999 (>999, >999)
/ NC

>999 (>999, >999)
/ NC

NC
NC
NC

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Ti nea pedi s
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Tracheobronchi ti
s
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Page 159 of 487
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass ;W Aaw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Tri chononi asi s
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957

Max G ade 1 1 (<19 0 >9099 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)

/ NC 11. 3341) / NC
/0. 957

Max G ade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Viral rash
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0. 999 />0. 999

Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999

Max G ade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event™

Note: OR = (dds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.
esti mat es.

PPD

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Viral rhinitis
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)

Vul vovagi nal

mycotic

i nfection

Any Event 0 1 (<1%

Max G ade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max Grade 4 0 0
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 161 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001

)
/>0. 999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Page 162 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass ;W " OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Gastroi ntestina
di sorders
Any Event 71 (22% 93 (28% 0. 6978 (0.4887, -6.7278 (-13.3518, 0.7634 (0.5839
0. 9964) -0.1038) 0.9983)
/0.048 /0. 047 /0. 049
Max G ade 1 52 (16% 66 (20% 0.7478 (0.5008, -4,2813 (-10.1665, 0.7879 (0.5667
1.1166) 1. 6038) 1. 0954)
/0. 155 /0. 154 /0. 156
Max G ade 2 17 (5% 26 (8% 0. 6349 (0.3376, -2.7523 (-6.5454, 0. 6538 (0.3618
1.1939) 1. 0408) 1.1817)
/0. 159 /0. 155 /0. 159
Max G ade 3 2 (<1% 1 (<1% 2.0062 (0.1810, 0. 3058 (-0.7297, 2.0000 (0.1822
22.2332) 1.3413) 21.9486)
/0.571 /0.563 /0.571
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
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Protocol : 207966 Page 163 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Di arr hoea
Any Event 25 (8% 24 (79 1. 0451 (0.5838, 0. 3058 (-3.7295, 1.0417 (0.6078
1. 8710) 4.3411) 1.7852)
/0.882 /0.882 /0.882
Max Grade 1 20 (6% 18 (6% 1.1183 (0.5803, 0.6116 (-2.9739, 1.1111 (0.5989
2.1553) 4.1972) 2.0615)
/0.738 /0.738 /0.738
Max Grade 2 5 (2% 6 (2% 0. 8307 (0. 2510, -0.3058 (-2.2768, 0. 8333 (0.2569
2.7495) 1.6652) 2.7035)
/0.761 /0.761 /0.761
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



207966
Saf ety

Pr ot ocol :
Popul ati on:

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

Page 164 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass @_wW w OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Nausea
Any Event 8 (2% 20 (6% 0. 3850 (0.1671, -3.6697 (-6.7599, 0. 4000 (0.1788,
0. 8870) - 0. 5795) 0. 8951)
/0.025 /0.020 /0.026
Max Grade 1 5 (2% 17 (5% 0.2832 (0.1032, -3.6697 (-6.4190, 0.2941 (0.1098,
0.7769) -0.9204) 0.7878)
/0.014 /0. 009 /0.015
Max Grade 2 3 (<19 3 (<19 1. 0000 (0.2003, <0. 0001 (-1.4614, 1. 0000 (0.2033,
4.9913) 1.4614) 4.9182)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Dyspepsi a
Any Event 6 (2% 8 (2% 0. 7453 (0. 2557,
2.1724)
/0.590
Max Grade 1 6 (2% 7 (29 0. 8545 (0. 2840,
2.5705)
/0.780
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

from gennod nodels (link =
NC = Not Cal cul abl e.
esti nat es.

PPD

identity,

Tabl e 3.01

logit or |og,

RD (95%Cl)
/ p- val ue

-0.6116 (-2.8297,
1. 6064)

/0.589

-0.3058 (-2.4452,
1. 8336)

/10.779

NC

NC
NC

Page 165 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 7500 (0. 2632,
2.1376)

/0.590

0.8571 (0.2912,
2.5230)

/0.780

<0. 0001 (<0.0001

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Page 166 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW w OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Abdomi nal pain
Any Event 5 (2% 6 (2% 0. 8307 (0. 2510, -0.3058 (-2.2768, 0. 8333 (0. 2569
2.7495) 1. 6652) 2.7035)
/0,761 /0.761 /0.761
Max Grade 1 4 (1% 5 (2% 0. 7975 (0.2122, -0.3058 (-2.0914, 0. 8000 (0.2168
2.9969) 1. 4798) 2.9526)
/0.738 /0. 737 /0.738
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 3 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica

14SEP2020 01: 31



Prot ocol : 207966 Page 167 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Haenor r hoi ds
Any Event 3 (<19 8 (2% 0. 3692 (0.0971, -1.5291 (-3.4967, 0. 3750 (0.1004,
1.4042) 0. 4386) 1.4010)
/0. 144 /0.128 /0. 145
Max Grade 1 1 (<19 7 (29 0.1402 (0.0172, -1.8349 (-3.5139, 0.1429 (0.0177
1.1462) -0. 1558) 1. 1546)
/0. 067 /0.032 /0. 068
Max Grade 2 2 (<1% 1 (<19 2.0062 (0.1810, 0. 3058 (-0.7297, 2.0000 (0.1822
22.2332) 1.3413) 21.9486)
/0.571 /0.563 /0.571
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 168 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Toot hache
Any Event 4 (1% 7 (29 0.5661 (0.1641, -0.9174 (-2.8873, 0.5714 (0.1689
1.9527) 1. 0524) 1.9334)
/0. 368 /0.361 /0. 368
Max Grade 1 3 (<19 3 (<19 1. 0000 (0.2003, <0. 0001 (-1.4614, 1. 0000 (0.2033
4.9913) 1.4614) 4.9182)
/>0.999 />0.999 />0.999
Max Grade 2 1 (<19 4 (1% 0.2477 (0.0275, -0.9174 (-2.2507, 0. 2500 (0.0281
2.2281) 0. 4158) 2. 2247)
/0.213 /0.177 /0.214
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 169 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Gast r ooesophagea
I reflux disease

Any Event 3 (<1% 6 (2% 0. 4954 (0.1228, -0.9174 (-2.7018, 0. 5000 (0.1261,

1.9978) 0. 8669) 1. 9823)
/0. 323 /0. 314 /0.324

Max G ade 1 3 (<1% 2 (<1% 1.5046 (0.2498, 0. 3058 (-1.0291, 1. 5000 (0. 2523,
9. 0643) 1. 6407) 8.9181)
/0. 656 /0. 653 /0. 656

Max G ade 2 0 4 (1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass W

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 170 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Preferred Term (N=327)
Vonmi ting

Any Event 6 (2%
Max Grade 1 3 (<19
Max G ade 2 3 (<19
Max G ade 3 0
Max G ade 4 0
Max Grade 5 0

3 (<1%

3 (<19

O0OOoO O

2. 0187 (0.50086,
8.1411)

/0.323

1.0000 (0. 2003,
4.9913)

/>0. 999

>999 (>999, >999)
I NC

NC

NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

<0.0001 (-1.4614,
1. 4614)
1>0. 999

66 &

2. 0000 (0.5045,
7.9292)

/0.324

1.0000 (0. 2033,
4.9182)

/>0. 999

>999 (>999, >999)
I NC

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



207966
Saf ety

Pr ot ocol :
Popul ati on:

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Abdonmi nal
di st ensi on
Any Event 5 (2% 3 (<19 1. 6770 (0. 3975,
7.0756)
/0.482
Max Grade 1 4 (1% 2 (<19 2.0124 (0.3660,
11. 0637)
/0.421
Max G ade 2 1 (<1% 1 (<1% 1. 0000 (0.0623,
16. 0556)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.

Note: OR = (dds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.
esti mat es.

PPD

RD = Risk Difference (in percentages);

logit or |og,

RD (95%Cl)
/ p- val ue

0.6116 (-1.0726,
2. 29509)

/0. 477

0.6116 (- 0. 8490,
2.0723)

/0. 412

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

NC

NC

Page 171 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 6667 (0. 4016,
6. 9168)

/0. 482

2.0000 (0. 3689,
10. 8438)

/0. 422

1. 0000 (0. 0628,
15. 9198)

/>0. 999

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Page 172 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass @BW W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Consti pation
Any Event 1 (<19 7 (29 0.1402 (0.0172, -1.8349 (-3.5139, 0.1429 (0.0177,
1.1462) -0. 1558) 1. 1546)
/0. 067 /0.032 /0. 068
Max Grade 1 0 7 (29 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Abdomi nal pain
upper
Any Event 3 (<1% 3 (<1% 1. 0000 (0.2003, <0. 0001 (-1.4614, 1. 0000 (0.2033
4.9913) 1.4614) 4.9182)
/>0.999 />0.999 />0.999
Max Grade 1 3 (<1% 2 (<1% 1.5046 (0.2498, 0. 3058 (-1.0291, 1.5000 (0.2523
9. 0643) 1. 6407) 8.9181)
/0. 656 /0. 653 /0. 656
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Abdonmi nal
di sconfort
Any Event 2 (<1% 3 (<1% 0. 6646 (0.1103,
4.0038)
/0. 656
Max Grade 1 2 (<1% 2 (<1% 1. 0000 (0. 1400,
7.1419)
/>0.999
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

RD (95%Cl)
/ p- val ue

-0.3058 (-1.6407,
1.0291)

/0. 653

<0.0001 (-1.1951
1.1951)

/>0. 999

NC

NC
NC

Page 174 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.6667 (0.1121,
3. 9636)

/0. 656

1. 0000 (0. 1417,
7. 0566)

/>0. 999

<0. 0001 (<0.0001,

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



207966
Saf ety

Pr ot ocol
Popul ati on:

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Anogeni ta
dyspl asi a
Any Event 3 (<1% 2 (<1% 1.5046 (0.2498,
9. 0643)
/0. 656
Max Grade 1 2 (<1% 1 (<1% 2.0062 (0.1810,
22.2332)
/0.571
Max G ade 2 1 (<1% 1 (<1% 1. 0000 (0.0623,
16. 0556)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

RD (95%Cl)
/ p- val ue

0.3058 (-1.0291
1. 6407)

/0.653

0.3058 (-0.7297,
1.3413)

/0.563

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

NC

NC

Page 175 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 5000 (0. 2523,
8.9181)

/0. 656

2.0000 (0. 1822,
21.9486)
/0.571

1. 0000 (0. 0628,
15. 9198)

/>0. 999

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Abdomi nal pain
| ower
Any Event 2 (<1% 2 (<1% 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0. 1417,
7.1419) 1.1951) 7. 0566)
/>0.999 />0.999 />0.999
Max Grade 1 2 (<1% 2 (<1% 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0. 1417,
7.1419) 1.1951) 7. 0566)
/>0.999 />0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Gastritis
Any Event 1 (<19 3 (<19 0. 3313 (0.0343
3.2015)
/0. 340
Max Grade 1 1 (<1% 2 (<1% 0. 4985 (0.0450,
5.5243)
/0.571
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

from gennod nodels (link =
NC = Not Cal cul abl e.
esti nat es.

PPD

identity,

Tabl e 3.01

logit or |og,

RD (95%Cl)
/ p- val ue

-0.6116 (-1.8058,
0. 5825)

/0.315

-0.3058 (-1.3413,
0. 7297)

/0.563

NC

NC
NC
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 3333 (0.0349,
3. 1879)

/0. 340

0.5000 (0. 0456,
5. 4872)

/0.571

<0. 0001 (<0.0001

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Pr ot ocol :

Popul ati on:

207966
Saf ety

System Organ

d ass

Preferred Term

Anal fistula
Any Event

Max

Max

Max
Max
Max

G ade

G ade

G ade
G ade
G ade

Fl at ul ence
Any Event

Max

Max
Max
Max
Max

G ade

G ade
G ade
G ade
G ade

arw N

GO WN

Note: "Any Event™

Note: OR = (dds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.
esti mat es.

PPD

2 (<1%

(<199

[

(<199

[

(<19

[eoleolole)

1 (<1%

1 (<1%

O0OOoO O

N

(<19

N

(<19

[eoleolole)

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

2.0062 (0. 1810,
22.2332)

/0.571

<0. 0001 (<0.0001

-)

/>0. 999

>999 (>999, >999)
/ NC

NC

NC

0. 4985 (0.0450,

0. 4985 (0. 0450,
5. 5243)
/0.571

666

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

RD (95%Cl)
/ p- val ue

-0.3058 (-1.3413,
0. 7297)
/0.563
-0.3058 (-1.3413,
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

2.0000 (0. 1822,
21. 9486)

/0.571

<0. 0001 (<0.0001

-)

/>0. 999

>999 (>999, >999)
/ NC

NC

NC

0. 5000 (0.0456,

0.5000 (0. 0456,
5. 4872)
/0.571

666

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Page 179 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass @BW W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
I ngui nal hernia
Any Event 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456,
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 1 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max Grade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

C ass :sw aw OR (95%C1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Colitis
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max Grade 2 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0. 0628,
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Dry nouth
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max Grade 1 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

G ngival pain
Any Event

Max G ade

Max G ade
Max G ade
Max G ade
Max G ade

abhwiN

Irritable bowel

syndr ome
Any Event

Max G ade

Max G ade
Max G ade
Max G ade
Max G ade

GO WN

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

1 (<1%

1 (<1%

[eoleolole)

[

(<199

[

(<19

[eoleolole)

1 (<1%

1 (<1%

[eoleolole)

[

(<19

[

(<19

[eoleolole)

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

1. 0000 (0.0623,
16. 0556)

/>0. 999

1. 0000 (0.0623,
16. 0556)

/>0. 999

NC

NC

NC

1. 0000 (0. 0623,
16. 0556)

/>0. 999

1. 0000 (0. 0623,
16. 0556)

/>0. 999

NC

NC

NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

RD (95%Cl)
/ p- val ue

<0. 0001 (-0.8464,
0. 8464)
/>0. 999
<0. 0001 (-0.8464,
0. 8464)
/>0. 999

666

<0. 0001 (-0.8464,
0. 8464)
/>0. 999
<0. 0001 (-0.8464,
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 0000 (0.0628,
15. 9198)

/>0. 999

1. 0000 (0.0628,
15. 9198)

/>0. 999

NC

NC

NC

1. 0000 (0. 0628,
15. 9198)

/>0. 999

1. 0000 (0. 0628,
15. 9198)

/>0. 999

NC

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Pr ot ocol :

Popul ati on:

System Or
d ass
Preferred

207966
Saf ety

gan

Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 182 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Noni nfective

gi ngi vi

tis

Any Event

Max

Max
Max
Max
Max

Rect al

G ade

G ade
G ade
G ade
G ade

di schar ge

Any Event

Max

Max
Max
Max
Max

G ade

G ade
G ade
G ade
G ade

GO WN

GbrhwnN P

Note: "Any Event™

Note: OR = (dds Rati o;
from gennod nodels (link
NC = Not Cal cul abl e.

esti mat es
PPD

1

[eoeolole)

QOO0OOoO NN

(<199

(<199

(<1%
(<19

= identity,

1 (<1%

1 (<1%

[eoeolole)

QOO0 O O

1. 0000 (0. 0623,
16. 0556)

/>0. 999

1. 0000 (0. 0623,
16. 0556)

/>0. 999

NC

NC

NC

>999 (>999, >999)
/ NC
>999 (>999, >999)

5852

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

<0. 0001 (-0.8464,
0. 8464)
/>0. 999
<0. 0001 (-0.8464,

666 & &

1. 0000 (0. 0628,
15. 9198)

/>0. 999

1. 0000 (0. 0628,
15. 9198)

/>0. 999

NC

NC

NC

>999 (>999, >999)
/ NC
>999 (>999, >999)

5852

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Protocol : 207966 Page 183
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Rect al
haenor r hage
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Abdom nal hernia
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
- )
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Prot ocol : 207966 Page 184 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Abdom nal
t ender ness
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Anal fissure
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
[ NC 11. 3341) [ NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Protocol : 207966 Page 185 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Anal pruritus
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Angul ar
cheilitis
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass ;W Aaw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Cheilitis
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957

Max G ade 1 1 (<19 0 >9099 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)

/ NC 11. 3341) / NC
/0. 957

Max G ade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Crohn’ s di sease
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0. 999 />0. 999

Max G ade 1 0 0 NC NC NC

Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term ( Mai nt enance Phase)
System Organ
d ass W Aw OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Dental caries
Any Event 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 2 0 0 NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Enterocolitis
Any Event 1 (<1% 0 >999 (>999, >999)
/ NC
Max Grade 1 1 (<1% 0 >9099 (>999, >999)
/ NC
Max G ade 2 0 0 NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

RD (95%Cl)
/ p- val ue

Page 187 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue
<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

>999 (>999,
/' NC

>999)

>999 (>999,
/' NC

>999)

NC
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Protocol : 207966 Page 188 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

C ass :sw aw OR (95%C1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Food poi soni ng
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Gastric disorder
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Gastroi ntestinal
di sor der
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
G ngi val
hypertrophy
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0. 999 />0.999
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
G ngi val
ul ceration
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max G ade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
dossitis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term ( Mai nt enance Phase)
System Organ
d ass W Aw OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Haemat enesi s
Any Event 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 2 0 0 NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Haemat ochezi a
Any Event 1 (<1% 0 >999 (>999, >999)
/ NC
Max Grade 1 1 (<1% 0 >9099 (>999, >999)
/ NC
Max G ade 2 0 0 NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

RD (95%Cl)
/ p- val ue

Page 192 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue
<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

>999 (>999,
/' NC

>999)

>999 (>999,
/' NC

>999)

NC
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Pr ot ocol :

Popul ati on:

207966
Saf ety

System Organ

d ass

Preferred Term
Haenor r hoi dal
haenor r hage

Any Event

Max
Max
Max

Max
Max

G ade
G ade
G ade

G ade
G ade

wWN -

Note: "Any Event™

Note: OR = (dds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.
esti mat es.

PPD

oo

[eolole]

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

>999 (>999, >999)
/ NC

NC
NC
>999 (>999, >999)
I/ NC

NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

RD (95%Cl)
/ p- val ue

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

0. 3058 (-10. 7225,
11. 3341)

/0.957

NC

Page 193 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

>999 (>999, >999)
/ NC

NC
NC
>999 (>999, >999)
I/ NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Haenor r hoi ds
t hr onbosed
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0. 999 />0. 999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
H atus hernia
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Hypertrophic
anal papilla

Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001

-) -)
/>0.999 />0.999

Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
/>0.999 />0.999

Max Grade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Hypoaest hesi a
oral
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Intestinal polyp
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Large intestine
pol yp
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Mout h ul ceration
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/ 0. 957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Pr ot ocol :

Popul ati on:

207966
Saf ety

System Organ

d ass
Preferred

Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 198 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Cesophagitis
Any Event

Max

Max
Max
Max
Max

G ade

G ade
G ade
G ade
G ade

Oroantral

fistula

Any Event

Max
Max
Max

Max
Max

G ade
G ade
G ade

G ade
G ade

abhwiN

wWN -

Note: "Any Event™

Note: OR = (dds Rati o;
from gennod nodels (link
NC = Not Cal cul abl e.
esti mat es.

PPD

[eoleolole)

[

OO

(<199

(<19

= identity,

1 (<1%

1 (<1%

[eoleolole)

[eolole]

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

)
/>0. 999
NC
NC
NC

>999 (>999, >999)
/ NC

NC
NC
>999 (>999, >999)
I/ NC

NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

0. 3058 (-10. 7225,
11. 3341)

/0.957

NC

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

>999 (>999, >999)
/ NC

NC
NC
>999 (>999, >999)
I/ NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pancreatitis
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 1 1 (<19 0 >9099 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Peri anal
eryt hema
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Per i odont al
di sease
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
- -)
/>0. 999 />0. 999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Proctal gi a
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Proctitis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Tongue
ul ceration
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Toot h di sorder
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 203 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Muscul oskel et al

and connective

tissue disorders

Any Event 65 (20% 79 (24% 0.7788 (0.5372, -4.2813 (-10.6244, 0.8228 (0.6155

1.1290) 2.0617) 1. 0998)
/0.187 /0.186 /0.188

Max Grade 1 41 (13% 53 (16% 0.7411 (0.4773, -3.6697 (-9.0397, 0.7736 (0.5302
1.1508) 1. 7003) 1.1286)
/0.182 /0.180 /0.183

Max G ade 2 20 (69 23 (799 0.8611 (0.4633, -0.9174 (-4.7158, 0.8696 (0.4872
1. 6005) 2.8809) 1. 5520)
/0.636 /0.636 /0.636

Max G ade 3 4 (1% 3 (<19 1. 3375 (0.2970, 0.3058 (-1.2713, 1. 3333 (0.3008
6. 0233) 1. 8829) 5.9107)
/0.705 /0.704 /0.705

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Back pain
Any Event 16 (5% 20 (6% 0. 7897 (0.4017, -1.2232 (-4.7179, 0. 8000 (0.4221
1. 5526) 2.2714) 1.5161)
/0.494 /0.493 /0.494
Max Grade 1 13 (4% 17 (5% 0. 7550 (0. 3606, -1.2232 (-4.4286, 0.7647 (0.3776
1. 5807) 1.9821) 1. 5487)
/0. 456 /0. 454 /0. 456
Max Grade 2 3 (<19 3 (<19 1. 0000 (0.2003, <0. 0001 (-1.4614, 1. 0000 (0.2033
4.9913) 1.4614) 4.9182)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
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Popul ation: Safety
Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

Cl ass @swW w OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Arthral gia
Any Event 16 (5% 16 (5% 1. 0000 (0.4914, <0. 0001 (- 3. 3066, 1. 0000 (0.5088
2.0351) 3. 3066) 1. 9656)
/>0.999 />0.999 />0.999
Max Grade 1 10 (3% 11 (3% 0. 9062 (0.3795, -0.3058 (-3.0079, 0.9091 (0.3915
2.1640) 2.3963) 2.1111)
/0.825 /0.824 /0.825
Max Grade 2 6 (2% 4 (1% 1.5093 (0.4219, 0.6116 (-1.2686, 1.5000 (0.4273
5. 3990) 2.4919) 5.2661)
/0.527 /0.524 /0.527
Max Grade 3 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
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Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ
d ass W

Preferred Term (N=327)
Pain in
extremty
Any Event 8 (2%

Max Grade 1 7 (2%
Max G ade 2 1 (<1%
Max Grade 3 0
Max Grade 4 0
Max G ade 5 0

Tabl e 3.01

10 (3%

N

(<199

1 (<1%

OR (95%C1)
/ p- val ue

0.6057 (0.2477,
1. 4816)

/0.272

0.6934 (0. 2607,
1. 8445)

/0. 463

0. 4985 (0. 0450,
5. 5243)

/0.571

<0. 0001 (<0.0001

-)
/>0. 999
NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = (dds Rati o;

fromgennod nodels (link = identity,

esti mat es.
PPD

RD = Risk Difference (in percentages);

logit or |og,

RD (95%Cl)
/ p- val ue

-1.5291 (-4.2287,
1.1706)

/0.267

-0.9174 (-3.3554,
1. 5205)

/0. 461

-0.3058 (-1.3413,
0.7297)

/0.563

NC

NC

Page 206 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.6154 (0. 2585,
1. 4649)

/0.273

0. 7000 (0. 2697,
1. 8166)

/0. 464

0. 5000 (0. 0456,
5. 4872)

/0.571

<0. 0001 (<0.0001

-)
/>0. 999
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
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Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Mal gi a
Any Event 9 (3% 7 (29 1.2938 (0.4760,
3.5164)
/0.614
Max Grade 1 7 (29 4 (1% 1.7664 (0.5121,
6. 0928)
/0. 368
Max G ade 2 2 (<19 2 (<19 1. 0000 (0. 1400,
7.1419)
/>0.999
Max G ade 3 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 4 0 0 NC
Max Grade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

RD (95%Cl)
/ p- val ue

0.6116 (-1.7559,
2.9792)

/0.613

0.9174 (-1.0524,

2.8873)

/0.361

<0.0001 (-1.1951
1.1951)

/>0. 999

NC

NC
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 2857 (0. 4846,
3.4112)

/0.614

1. 7500 (0.5172,
5. 92009)

/0.368

1. 0000 (0. 1417,
7. 0566)

/>0. 999

<0. 0001 (<0.0001

-)
/>0. 999
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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207966
Saf ety

Pr ot ocol :
Popul ati on:

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Muscul oskel et al
pai n
Any Event 8 (2% 5 (2% 1. 6150 (0.5227,
4.9898)
/0. 405
Max Grade 1 3 (<19 5 (2% 0.5963 (0.1413,
2.5159)
/0.482
Max G ade 2 5 (2% 0 >999 (>999, >999)
/ NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.

Note: OR = (dds Rati o;
from gennod nodels (link =
NC = Not Cal cul abl e.
esti mat es.

PPD

identity,

Tabl e 3.01

RD = Risk Difference (in percentages);

logit or |og,

RD (95%Cl)
/ p- val ue

0.9174 (-1.2209,
3. 0558)

/0. 400

-0.6116 (-2.2959,
1. 0726)

/0. 477

NC

NC
NC
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 6000 (0. 5290,
4. 8394)

/0. 405

0. 6000 (0. 1446,
2. 4900)

/0. 482
>999 (>999,
/' NC

NC

NC

>999)

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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207966
Saf ety

Pr ot ocol :
Popul ati on:

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Muscl e spasns
Any Event 1 (<19 7 (2% 0. 1402 (0.0172,
1.1462)
/0. 067
Max Grade 1 0 4 (1% <0. 0001 (<0.0001,
-)
/>0.999
Max Grade 2 1 (<1% 2 (<1% 0. 4985 (0.0450,
5.5243)
/0.571
Max G ade 3 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 4 0 0 NC
Max Grade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

RD (95%Cl)
/ p- val ue

-1.8349 (-3.5139,
-0. 1558)

/0. 032

NC

-0.3058 (-1.3413,
0. 7297)

/0.563

NC

NC
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.1429 (0.0177,
1. 1546)

/0.068

<0. 0001 (<0.0001

-)

/>0. 999

0.5000 (0. 0456,
5. 4872)

/0.571

<0. 0001 (<0.0001

-)
/>0. 999
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Muscul oskel et al
chest pain
Any Event 3 (<1% 4 (1% 0.7477 (0.1660,
3.3672)
/0.705
Max Grade 1 1 (<1% 2 (<1% 0. 4985 (0.0450,
5.5243)
/0.571
Max G ade 2 2 (<1% 2 (<1% 1. 0000 (0. 1400,
7.1419)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

RD (95%Cl)
/ p- val ue

-0.3058 (-1.8829,
1.2713)

/0.704

-0.3058 (-1.3413,
0.7297)

/0.563

<0.0001 (-1.1951
1.1951)

/>0. 999

NC

NC
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 7500 (0. 1692,
3.3248)

/0.705

0. 5000 (0. 04586,
5. 4872)

/0.571

1. 0000 (0. 1417,
7. 0566)

/ >0. 999

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Protocol : 207966 Page 211 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Neck pain
Any Event 5 (2% 2 (<1% 2.5233 (0. 4860, 0.9174 (-0.6583, 2.5000 (0. 4885,
13. 1000) 2.4932) 12.7935)
/0.271 /0. 254 /0.271
Max Grade 1 3 (<1% 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max G ade 2 2 (<1% 2 (<1% 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0. 1417,
7.1419) 1.1951) 7. 0566)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



207966
Saf ety

Pr ot ocol :
Popul ati on:

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Muscl e
contracture
Any Event 1 (<1% 4 (1% 0.2477 (0.0275,
2.2281)
/0.213
Max Grade 1 1 (<1% 3 (<1% 0. 3313 (0.0343,
3.2015)
/0.340
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

RD (95%Cl)
/ p- val ue

-0.9174 (-2.2507,
0. 4158)

/0.177

-0.6116 (-1.8058,
0. 5825)

/0.315

NC

NC
NC

Page 212 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 2500 (0.0281,
2.2247)

/0.214

0. 3333 (0.0349,
3. 1879)

/0. 340

<0. 0001 (<0.0001,

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Prot ocol : 207966
Popul ation: Safety

System Organ
d ass W

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 213 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Preferred Term (N=327)
I ntervertebral
di sc protrusion
Any Event 3 (<1%

Max Grade 1 1 (<1%
Max G ade 2 0
Max Grade 3 2 (<19
Max Grade 4 0
Max G ade 5 0

1 (<1%

1 (<1%

O oo

3. 0185 (0. 3124,
29.1704)

/0. 340

1. 0000 (0. 0623,
16. 0556)

/>0. 999

NC

>999 (>999, >999)
I NC

NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

0.6116 (-0.5825,
1. 8058)
/0.315
<0. 0001 (-0.8464,
0. 8464)
/>0. 999

5 66

3. 0000 (0. 3137,
28. 6911)

/0. 340

1. 0000 (0. 0628,
15. 9198)

/>0. 999

NC

>999 (>999, >999)
I NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
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Pr ot ocol : 207966

Popul ati on:

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Saf ety

Tabl e 3.01

OR (95%C1)
/ p- val ue

3.0185 (0. 3124,
29. 1704)

/0. 340

NC

2. 0062 (0. 1810,
22.2332)
/0.571
>999 (>999, >999)
I NC

NC

d ass w w
Preferred Term (N=327) (N=327)
Csteoarthritis
Any Event 3 (<1% 1 (<1%
Max G ade 1 0 0
Max G ade 2 2 (<1% 1 (<1%
Max G ade 3 1 (<1% 0
Max Grade 4 0 0
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

from gennod nodels (link =
NC = Not Cal cul abl e.

esti mat es.
PPD

identity,

logit or |og,

RD (95%Cl)
/ p- val ue

0.6116 (-0.5825,
1. 8058)

/0.315

NC

0.3058 (-0.7297,
1.3413)

/0.563

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

Page 214 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

3.0000 (0. 3137,
28.6911)

/0. 340

NC

2.0000 (0. 1822,
21. 9486)
/0.571
>999 (>999,
I NC

>999)

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Pr ot ocol

Popul ati on:

207966
Saf ety

System Organ

d ass

Preferred Term

Rot at or

syndr ome

cuff

Any Event

Max

Max

Max

Max
Max

Note: "Any Event™
Note: OR = (dds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.
esti mat es.

PPD

G ade

G ade

G ade

G ade
G ade

2 (<1%

1 (<1%

1 (<1%

2 (<1%

2 (<19%

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

1. 0000 (0. 1400,
7.1419)

/>0. 999

>999 (>999, >999)
I NC

<0. 0001 (<0.0001
-)

/>0.999

>999 (>999, >999)
/ NC

NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

RD (95%Cl)
/ p- val ue

<0.0001 (-1.1951
1.1951)

/>0. 999

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

Page 215 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 0000 (0. 1417,
7. 0566)

/>0. 999

>999 (>999, >999)
I NC

<0. 0001 (<0.0001
-)

/>0.999

>999 (>999, >999)
/ NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica
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Protocol : 207966 Page 216 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Tendoni tis
Any Event 3 (<19 1 (<19 3.0185 (0.3124, 0.6116 (-0.5825, 3. 0000 (0.3137,
29.1704) 1. 8058) 28.6911)
/0. 340 /0. 315 /0. 340
Max Grade 1 3 (<1% 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
PPD 14SEP2020 01: 31



Pr ot ocol

Popul ati on:

207966
Saf ety

System Organ

d ass
Preferred

Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 217 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Synovi al

cyst

Any Event

Max

Max

Max
Max
Max

Bursitis

G ade

G ade

G ade
G ade
G ade

Any Event

Max

Max
Max
Max
Max

G ade

G ade
G ade
G ade
G ade

gabrhw

abhwnNn

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

1 (<1%

1 (<1%

[eo)eole]

(<199
(<19

2

N

[eo)eole]

QOO0 O O

(<199

(<199

0. 4985 (0. 0450,
5. 5243)

/0.571

>999 (>999, >999)
/' NC

<0. 0001 (<0.0001,

)
/>0. 999
NC
NC

>999 (>999, >999)
/' NC
>999 (>999, >999)

58532

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

-0.3058 (-1.3413,
0.7297)

/0.563

0. 3058 (-10. 7225,
11. 3341)

/0.957

NC

66

666 & &

0. 5000 (0. 0456,
5. 4872)

/0.571

>999 (>999, >999)
/' NC

<0. 0001 (<0.0001,

-)
/>0. 999
NC
NC

>999 (>999, >999)
/' NC
>999 (>999, >999)

58532

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica
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Protocol : 207966 Page 218
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Exostosi s
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 219 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Joi nt
contracture
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0. 999 />0.999
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 220
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Li nb di sconfort
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Muscul ar
weakness
Any Event 1 (<1% 1 (<1% 1. 0000 (0.0623,
16. 0556)
/>0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001
/>0.999
Max G ade 2 1 (<1% 0 >999 (>999, >999)
/ NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

from gennod nodels (link =
NC = Not Cal cul abl e.
esti nat es.

PPD

identity,

Tabl e 3.01

logit or |og,

RD (95%Cl)
/ p- val ue

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

NC

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

Page 221 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 0000 (0. 0628,
15. 9198)
/>0. 999
<0. 0001 (<0.0001,

/>0.999
>999 (>999, >999)

/ NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica
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Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

C ass :sw aw OR (95%C1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Arthritis
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957

Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)

/ NC 11. 3341) / NC
/0. 957

Max Grade 2 0 0 NC NC NC

Max Grade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max G ade 5 0 0

Art hr opat hy
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0.999 />0.999

Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999

Max Grade 2 0 0 NC NC NC

Max Grade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max G ade 5 0 0

Note: "Any Event™

Note: OR = (dds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.
esti mat es.

PPD

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Cervical spina
stenosi s
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
- )
/>0.999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Costochondritis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
- )
/>0. 999 />0.999
Max Gade 1 0 0 NC NC NC
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Fenor oacet abul ar
i mpi ngenent
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
FI ank pain
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Goin pain
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0. 999 />0. 999
Max G ade 1 0 0 NC NC NC
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Joi nt range of
noti on decreased
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

C ass :sw aw OR (95%C1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Joint stiffness
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957

Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)

/ NC 11. 3341) / NC
/0. 957

Max Grade 2 0 0 NC NC NC

Max Grade 3 0 0 NC NC NC

Max Grade 4 0 0 NC NC NC

Max Grade 5 0 0

Joint swelling
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0. 999 />0. 999

Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999

Max Grade 2 0 0 NC NC NC

Max Grade 3 0 0 NC NC NC

Max Grade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event™

Note: OR = (dds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.
esti mat es.

PPD

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Muscl e tight ness
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 1 1 (<19 0 >9099 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Muscul oskel et al
di sconfort
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Muscul oskel et al
stiffness
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Gst eochondritis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
- )
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Protocol : 207966 Page 229 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass ;W Aaw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ost eonecrosi s
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 0 NC NC NC
Max Grade 3 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Ost eopeni a
Any Event 1 (<19 0 >099 (>999, >999) 0. 3058 (-10. 7225, >9099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >9099 (>999, >999) 0. 3058 (-10. 7225, >9099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass ;W Aaw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Pain in jaw
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0. 999 />0. 999
Max G ade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Periarthritis
Any Event 1 (<19 0 >099 (>999, >999) 0. 3058 (-10. 7225, >9099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pl ant ar
fasciitis
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
[ NC 11. 3341) [ NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Scoliosis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Spi nal
osteoarthritis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Synovitis
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/ 0. 957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Tenpor omandi bul a
r joint syndrone

Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Tendon di sorder
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
- )
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487
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Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Tenosynovitis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Trigger finger
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Protocol : 207966 Page 235 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Skin and

subcut aneous
tissue disorders

Any Event 54 (17% 64 (20% 0.8128 (0.5450, -3.0581 (-8.9478, 0. 8438 (0.6077

1.2124) 2.8316) 1.1714)
/0. 310 /0. 309 /0. 310

Max G ade 1 39 (12% 49 (15% 0.7683 (0.4890, -3.0581 (-8.2836, 0. 7959 (0.5380
1. 2070) 2.1674) 1.1775)
/0. 253 /0. 251 /0. 253

Max G ade 2 15 (5% 15 (5% 1. 0000 (0. 4806, <0. 0001 (-3.2067, 1. 0000 (0.4970
2.0806) 3. 2067) 2.0119)
/>0. 999 />0. 999 />0. 999

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety

Page 236 of 487
Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pruritus
Any Event 10 (3% 8 (2% 1.2579 (0.4901, 0.6116 (-1.8956, 1. 2500 (0.4997
3.2285) 3.1189) 3.1271)
/0. 633 /0. 633 /0. 633
Max Grade 1 8 (2% 7 (29 1.1464 (0.4109, 0. 3058 (-1.9887, 1.1429 (0.4193
3.1990) 2.6003) 3.1151)
/0.794 /0.794 /0.794
Max Grade 2 2 (<19 1 (<19 2.0062 (0.1810, 0. 3058 (-0.7297, 2.0000 (0.1822
22.2332) 1.3413) 21.9486)
/0.571 /0. 563 /0.571
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

from gennod nodels (link =

NC = Not Cal cul abl e.

esti mat es.
PPD

identity,

logit or |og,

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Rash
Any Event 7 (29 10 (3% 0. 6934 (0.2607, -0.9174 (-3.3554, 0. 7000 (0.2697
1. 8445) 1. 5205) 1. 8166)
/0. 463 /0. 461 /0. 464
Max Grade 1 6 (2% 9 (3% 0. 6604 (0.2324, -0.9174 (-3.2110, 0. 6667 (0.2400
1.8771) 1.3761) 1.8517)
/0.436 /0.433 /0.437
Max G ade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Eczema
Any Event 4 (1% 8 (2% 0. 4938 (0.1472, -1.2232 (-3.2783, 0. 5000 (0.1520
1. 6562) 0. 8318) 1. 6442)
/0.253 /0.243 /0. 254
Max Grade 1 3 (<19 7 (29 0. 4233 (0.1085, -1.2232 (-3.1018, 0. 4286 (0.1118
1.6513) 0. 6553) 1. 6429)
/0.216 /0.202 /0.217
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
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Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Al opeci a
Any Event 6 (2% 2 (<1% 3.0374 (0.6085,
15. 1608)
/0.176
Max Grade 1 6 (2% 1 (<19 6. 0935 (0.7295,
50. 8979)
/0. 095
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

RD (95%Cl)
/ p- val ue

1.5291 (-0.0439,
3. 1020)
/0. 057

Page 239 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

3.0000 (0. 6100,
14. 7546)

/0.176

6. 0000 (0. 7264,
49.5611)

/0.096

<0. 0001 (<0.0001

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety

Page 240 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass @_wW w OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Skin | esion
Any Event 5 (2% 3 (<19 1.6770 (0.3975, 0.6116 (-1.0726, 1.6667 (0.4016
7.0756) 2.2959) 6.9168)
/0. 482 /0.477 /0. 482
Max Grade 1 2 (<1% 3 (<19 0. 6646 (0.1103, -0.3058 (-1.6407, 0. 6667 (0.1121
4.0038) 1. 0291) 3. 9636)
/0. 656 /0. 653 /0. 656
Max G ade 2 3 (<1% 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Dermatitis
Any Event 2 (<19 5 (2% 0. 3963 (0.0763, -0.9174 (-2.4932, 0. 4000 (0.0782
2.0575) 0. 6583) 2.0470)
/0.271 /0.254 /0.271
Max Grade 1 1 (<19 3 (<19 0. 3313 (0.0343, -0.6116 (-1.8058, 0.3333 (0.0349
3. 2015) 0. 5825) 3.1879)
/0.340 /0.315 /0.340
Max Grade 2 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Pr ot ocol : 207966

Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 242 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Max G ade
Max G ade
Max G ade
Max G ade

abhwiN

Der mal cyst
Any Event
Max Grade 1

Max G ade 2

Max G ade

Max G ade
Max G ade

gab~_w

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

1 (<1%

1 (<1%

[eoleolole)

w

(<199

N

(<19
(<1%

-

[e)oXe]

= [eoleolole)

-

[e)ole]

(<199

(<1%

0.1975 (0. 0230,
1. 7002)
/0. 140
0.1975 (0.0230,

3.0185 (0. 3124,
29. 1704)

/0. 340

>999 (>999, >999)
I NC

1. 0000 (0. 0623,
16. 0556)

/>0. 999

NC

NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

-1.2232 (-2.6816,
0. 2352)

/0. 100

-1.2232 (-2.6816,
0. 2352)

/0. 100

NC

NC
NC

0.6116 (-0.5825,
1. 8058)

/0.315

NC

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

NC

NC

0. 2000 (0.0235,
1. 7025)
/0.141
0. 2000 (0.0235,

3.0000 (0. 3137,
28. 6911)

/0. 340

>999 (>999, >999)
/' NC

1. 0000 (0. 0628,
15. 9198)

/>0. 999

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Hyper hi dr osi s
Any Event 0 4 (1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 2 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
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Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 244 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Ni ght sweats
Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

Sebor r hoei c
dermatitis
Any Event

Max G ade

Max G ade
Max G ade
Max G ade
Max G ade

gabhw

GO WN

Note: "Any Event™

Note: OR = (dds Rati o;
from gennod nodels (link
NC = Not Cal cul abl e.

esti mat es.
PPD

[eolole]

[

[eoleolole)

(<199

(<19

= identity,

[eolole]

w

[eoleolole)

(<19

(<19

>999 (>999, >999)
I NC
>999 (>999, >999)
/ NC
>999 (>999, >999)
I NC

NC
NC

0. 3313 (0.0343,

0.3313 (0. 0343,
3. 2015)
/0. 340

666

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

NC
NC

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

-0.6116 (-1.8058,
0. 5825)

/0.315

-0.6116 (-1.8058,
0. 5825)

/0.315

NC

NC
NC

>999 (>999, >999)
I NC
>999 (>999, >999)
/ NC
>999 (>999, >999)
I NC

NC
NC

0. 3333 (0.0349,

3. 1879)
/0. 340

666

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Dermatitis
cont act
Any Event 2 (<1% 1 (<1% 2.0062 (0.1810,
22.2332)
/0.571
Max Grade 1 1 (<1% 1 (<1% 1. 0000 (0.0623,
16. 0556)
/>0.999
Max G ade 2 1 (<1% 0 >999 (>999, >999)
/ NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

from gennod nodels (link =
NC = Not Cal cul abl e.
esti nat es.

PPD

identity,

Tabl e 3.01

logit or |og,

RD (95%Cl)
/ p- val ue

0.3058 (-0.7297,
1.3413)

/0.563

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

Page 245 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

2.0000 (0. 1822,
21.9486)
/0.571

1. 0000 (0. 0628,
15. 9198)
/>0. 999
>999 (>999,
/' NC

>999)

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica

14SEP2020 01: 31



Pr ot ocol :

Popul ati on:

207966
Saf ety

System Organ

d ass
Preferred

Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 246 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Uticaria
Any Event

Max

Max

Max
Max
Max

Dry skin

G ade

G ade

G ade
G ade
G ade

Any Event

Max

Max
Max
Max
Max

G ade

G ade
G ade
G ade
G ade

gabrhw

abhwnNn

Note: "Any Event™

Note: OR = (dds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.
esti mat es.

PPD

1 (<1%

1 (<1%

[eo)eole]

(<199
(<19

2 (<1%

2 (<1%

[eo)eole]

QOO0 O O

0. 4985 (0. 0450,
5.5243)

/0.571

<0. 0001 (<0.0001

)
/>0.999
>999 (>999, >999)
/ NC

NC
NC

>999 (>999, >999)
/' NC
>999 (>999, >999)

58532

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

-0.3058 (-1.3413,
0. 7297)

/0.563

NC

0.3058 (-10. 7225,
11. 3341)
/0.957

66

666 & &

0.5000 (0. 0456,
5. 4872)

/0.571

<0. 0001 (<0.0001

-)

/>0.999

>999 (>999, >999)
/ NC

NC
NC

>999 (>999, >999)
/' NC
>999 (>999, >999)

58532

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Protocol : 207966 Page 247
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Rash
eryt hemat ous
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Skin exfoliation
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0. 999
Max Grade 1 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
- )
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Prot ocol : 207966
Popul ation: Safety

Page 248 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass @BW W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Skin fissures
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966 Page 249
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Skin mass
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 1 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Andr ogeneti c
al opeci a
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

. 0001,

. 0001,

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 250
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Chl oasma
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Col d sweat
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Protocol : 207966 Page 251
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Dermatitis
at opi ¢
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Drug eruption
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
- )
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31

of 487

. 0001,

. 0001,

. 0001,

. 0001,

bt ai ned



Protocol : 207966 Page 252 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ecchynosi s
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >9099 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Eczema
asteatotic
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 253
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Er yt hena
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
G anul oma
annul are
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<O
/>0. 999 />0. 999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Prot ocol : 207966 Page 254
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Hand dermatitis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0. 999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Intertrigo
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0. 999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

. 0001,

. 0001,

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ker at osi s
pilaris
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Li chen scl erosus
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
[ NC 11. 3341) [ NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Macul e
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Mliaria
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Prot ocol : 207966 Page 257 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Nai | bed
i nfl amrati on
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Pai n of skin

Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

/>0.999 />0.999

Max Grade 1 0 0 NC NC NC

Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0. 999 />0. 999

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 258
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Penil e
ul ceration
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Pet echi ae
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
- )
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31

of 487

. 0001,

. 0001,

. 0001,

. 0001,

bt ai ned



Protocol : 207966 Page 259 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pi gnent ati on
di sorder
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Pityriasis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Protocol : 207966 Page 260 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pityriasis rosea
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Pruritus
general i sed
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/ 0. 957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 261
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Psoriasi s
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Pur pur a
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 262 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Rash

macul o- papul ar

Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

1
2

gab~_w

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

1 (<1%

0
1 (<1%

[e)oXe]

oo

[e)oXe]

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10.7225,
11. 3341)

/0.957

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Protocol : 207966 Page 263
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Rash
nmorbil i form
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Rash pruritic
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<O
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Prot ocol : 207966 Page 264 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Rash vesi cul ar
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0. 999 />0. 999
Max G ade 1 0 0 NC NC NC
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Ski n
di scol ourati on
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 265 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

C ass :sw aw OR (95%C1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ski n hypertrophy
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Skin irritation
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 266
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Skin swelling
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Sol ar dermatitis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

. 0001,

. 0001,

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass w
Preferred Term (N=327)
Ner vous system
di sorders
Any Event 45 (149
Max Grade 1 34 (10%
Max G ade 2 11 (3%
Max G ade 3 0
Max G ade 4 0
Max Grade 5 0
Not e:
Note: OR = (Odds Rati o;
fromgennod nodels (link = identity,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

52 (16%

34 (10%

17 (5%

1 (<1%

logit or |og,

OR (95%C1)
/ p- val ue

0.8439 (0.5477,
1. 3002)

/0. 442

1. 0000 (0. 6052,
1. 6523)

/>0. 999

0. 6348 (0. 2926,
1. 3770)

/0. 250

<0. 0001 (<0.0001,

-)
/>0. 999
NC

"Any Event" represents subjects with any AE reported.
RD = Risk Difference (in percentages);

RD (95%Cl)
/ p- val ue

-2.1407 (-7.5860,
3. 3047)

/0. 441

<0. 0001 (-4.6786,
4.6786)

/>0. 999

-1.8349 (-4.9346,
1. 2649)

/0.246

NC

NC

Page 267 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.8654 (0.5987,
1. 2509)

/0. 442

1. 0000 (0. 6376,
1. 5683)

/>0. 999

0.6471 (0.3079,
1. 3599)

/0.251

<0. 0001 (<0.0001,

-)
/>0. 999
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Headache
Any Event 22 (79 27 (8% 0. 8015 (0. 4465, -1.5291 (-5.5628, 0.8148 (0.4740
1. 4387) 2.5047) 1. 4005)
/0. 458 /0. 458 /0. 459
Max Grade 1 18 (6% 17 (5% 1.0623 (0.5374, 0. 3058 (-3.1439, 1.0588 (0.5556
2.0995) 3. 7555) 2.0179)
/0.862 /0. 862 /0. 862
Max Grade 2 4 (1% 10 (3% 0.3926 (0.1219, -1.8349 (-4.0489, 0. 4000 (0.1267
1.2647) 0. 3792) 1. 2625)
/0.117 /0.104 /0.118
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Di zzi ness
Any Event 12 (4% 10 (3% 1.2076 (0.5143, 0.6116 (-2.1516, 1.2000 (0.5258
2. 8355) 3. 3749) 2.7385)
/0. 665 /0. 664 /0. 665
Max Grade 1 10 (3% 7 (29 1. 4421 (0.5422, 0.9174 (-1.5205, 1. 4286 (0.5505
3. 8358) 3. 3554) 3.7073)
/0. 463 /0. 461 /0. 464
Max Grade 2 2 (<1% 3 (<19 0. 6646 (0.1103, -0.3058 (-1.6407, 0. 6667 (0.1121
4.0038) 1.0291) 3.9636)
/0. 656 /0. 653 /0. 656
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Par aest hesi a
Any Event 1 (<19 4 (1% 0. 2477 (0.0275, -0.9174 (-2.2507, 0. 2500 (0.0281,
2.2281) 0. 4158) 2. 2247)
/0.213 /0.177 /0.214
Max Grade 1 1 (<19 4 (1% 0. 2477 (0.0275, -0.9174 (-2.2507, 0. 2500 (0.0281
2.2281) 0. 4158) 2. 2247)
/0.213 /0.177 /0.214
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Presyncope
Any Event 1 (<19 4 (19 0. 2477 (0.0275, -0.9174 (-2.2507, 0. 2500 (0.0281
2.2281) 0. 4158) 2.2247)
/0.213 /0.177 /0,214
Max Grade 1 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 2 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
M grai ne
Any Event 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456,
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 1 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456,
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Page 273 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Sci atica
Any Event 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Somol ence
Any Event 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456,
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 1 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456,
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass @BW W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Head di sconfort
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Hypoaest hesi a
Any Event 2 (<1% 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max G ade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
I NC 11. 3341) I NC
/0. 957
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
I NC 11. 3341) I NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Let har gy
Any Event 2 (<1% 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max Grade 1 2 (<19 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Syncope
Any Event 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max Grade 2 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Tensi on headache
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ammesi a
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 1 1 (<19 0 >9099 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Bur ni ng
sensation
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Car pal tunnel
syndr ome
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 281 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Cer ebr al
infarction
Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

gab~_w

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

1 (<1%

0
1 (<1%

[e)oXe]

oo

[e)oXe]

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10.7225,
11. 3341)

/0.957

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Cer ebr ovascul ar
acci dent
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0. 999 />0. 999
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Cervi cal
r adi cul opat hy
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0. 999 />0.999
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Di sturbance in
attention
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0. 999 />0. 999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Dysarthria
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Dysgeusi a
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Hyper aest hesi a
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 286 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Hyper somi a
Any Event

Max G ade

Max G ade
Max G ade
Max G ade
Max G ade

Hypertoni a
Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

abhwiN

gabhw

Note: "Any Event™

Note: OR = (dds Rati o;
from gennod nodels (link
NC = Not Cal cul abl e.

esti mat es.
PPD

= [eoleolole)

= O

[elole]

(<199

(<19

= identity,

1 (<1%

1 (<1%

[eoleolole)

oo

[eolole]

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

)
/>0. 999
NC
NC
NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
/ NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

0. 3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
/ NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Muscl e

contractions
i nvol untary

Any Event 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,

-) -)
/>0. 999 />0. 999

Max G ade 1 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0. 999 />0. 999

Max G ade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 288 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Neur opat hy
peri pheral
Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

gab~_w

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

1 (<1%

0
1 (<1%

[e)oXe]

oo

[e)oXe]

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10.7225,
11. 3341)

/0.957

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Periodic linb
novenent
di sor der
Any Event 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
-) -)
/>0.999 />0.999
Max G ade 1 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

C ass :sw aw OR (95%C1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pol yneur opat hy
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Radi cul opat hy
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 0 0 NC NC NC
Max Grade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/ 0. 957
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass w
Preferred Term (N=327)
Respiratory,
t horaci ¢ and
nmedi asti nal
di sorders
Any Event 39 (12%
Max Grade 1 32 (10%
Max G ade 2 7 (2%
Max Grade 3 0
Max Grade 4 0
Max Grade 5 0
Note: "Any Event™
Note: OR = (dds Rati o;

fromgennod nodels (link = identity,

NC = Not Cal cul abl e.
esti mat es.
PPD

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

55 (17%

39 (12%

15 (5%

1 (<1%

logit or |og,

OR (95%C1)
/ p- val ue

0.6697 (0. 4302,
1. 0424)

/0.076

0.8010 (0. 4884,
1. 3140)

/0.380

0. 4550 (0. 1830,
1.1310)

/0. 090

<0. 0001 (<0.0001

/>0.999
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);

RD (95%Cl)
/ p- val ue

-4.8930 (-10.2572,
0. 4713)

/0.074

-2.1407 (-6.9063,
2. 6249)

/0.379

-2.4465 (-5.2038,
0.3108)

/0.082

NC

NC
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.7091 (0. 4846,
1. 0375)

/0.077

0. 8205 (0.52786,
1.2761)

/0. 380

0. 4667 (0.1928,
1. 1295)

/0.091

<0. 0001 (<0.0001

/>0.999
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Cough
Any Event 15 (5% 21 (6% 0. 7005 (0. 3545, -1.8349 (-5.3279, 0.7143 (0.3749
1. 3843) 1. 6582) 1. 3609)
/0. 306 /0.303 /0. 306
Max Grade 1 13 (4% 19 (6% 0. 6711 (0.3258, -1.8349 (-5.1385, 0. 6842 (0.3437
1. 3826) 1. 4687) 1.3622)
/0.280 /0.276 /0.280
Max G ade 2 2 (<1% 2 (<1% 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0. 1417
7.1419) 1.1951) 7.0566)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
O ophar yngeal
pai n
Any Event 7 (2% 11 (3% 0. 6284 (0.2405,
1.6417)
/0. 343
Max Grade 1 7 (2% 9 (3% 0.7729 (0.2844,
2.1007)
/0.614
Max G ade 2 0 2 (<19 <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.

Note: OR = (dds Rati o;
from gennod nodels (link =
NC = Not Cal cul abl e.
esti mat es.

PPD

identity,

Tabl e 3.01

RD = Risk Difference (in percentages);

logit or |og,

RD (95%Cl)
/ p- val ue

-1.2232 (-3.7292,
1.2827)

/0.339

-0.6116 (-2.9792,
1. 7559)

/0.613

NC

NC
NC
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 6364 (0. 2498,
1. 6212)

/0.343

0.7778 (0. 2931,
2. 0636)

/0. 614

<0. 0001 (<0.0001,

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Rhinitis
allergic
Any Event 5 (2% 6 (2% 0. 8307 (0.2510,
2.7495)
/0.761
Max Grade 1 4 (1% 2 (<1% 2.0124 (0.3660,
11. 0637)
/0.421
Max G ade 2 1 (<1% 4 (1% 0.2477 (0.0275,
2.2281)
/0.213
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

RD (95%Cl)
/ p- val ue

-0.3058 (-2.2768,
1. 6652)

/0.761

0.6116 (- 0. 8490,
2.0723)

/0. 412

-0.9174 (-2.2507,
0. 4158)

/0.177

NC

NC
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 8333 (0. 2569,
2. 7035)

/0. 761

2.0000 (0. 3689,
10. 8438)

/0. 422

0. 2500 (0.0281,
2.2247)

/0.214

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Si nus congestion
Any Event 3 (<19 6 (2% 0. 4954 (0.1228, -0.9174 (-2.7018, 0. 5000 (0.1261
1.9978) 0. 8669) 1.9823)
/0.323 /0.314 /0.324
Max Grade 1 2 (<1% 5 (2% 0. 3963 (0.0763, -0.9174 (-2.4932, 0. 4000 (0.0782
2.0575) 0. 6583) 2.0470)
/0.271 /0.254 /0.271
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass W

Preferred Term (N=327)
Nasal congestion

Any Event 3 (<1%
Max Grade 1 3 (<19
Max G ade 2 0
Max G ade 3 0
Max Grade 4 0
Max G ade 5 0

3 (<19

1 (<1%

[eo)eole]

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

0.7477 (0. 1660,
3.3672)

/0.705

1. 0000 (0. 2003,
4.9913)

/>0. 999

<0. 0001 (<0.0001

-)
/>0. 999
NC
NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RD (95%Cl)
/ p- val ue

-0.3058 (-1.8829,
1.2713)
/0.704
<0. 0001 (-1.4614,
1. 4614)
/>0.999

66 &
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 7500 (0. 1692,
3.3248)

/0.705

1. 0000 (0. 2033,
4.9182)

/>0. 999

<0. 0001 (<0.0001

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ast hma
Any Event 2 (<19 4 (1% 0. 4969 (0.0904, -0.6116 (-2.0723, 0. 5000 (0.0922
2.7320) 0. 8490) 2.7109)
/0.421 /0.412 /0.422
Max Grade 1 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max G ade 2 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Epi staxi s
Any Event 1 (<19 4 (1% 0. 2477 (0.0275, -0.9174 (-2.2507, 0. 2500 (0.0281
2.2281) 0. 4158) 2. 2247)
/0.213 /0.177 /0.214
Max Grade 1 1 (<19 3 (<19 0. 3313 (0.0343, -0.6116 (-1.8058, 0. 3333 (0.0349
3. 2015) 0. 5825) 3.1879)
/0.340 /0.315 /0.340
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Sl eep apnoea
syndr ore
Any Event 1 (<1% 3 (<1% 0. 3313 (0.0343,
3.2015)
/0.340
Max Grade 1 1 (<1% 1 (<1% 1. 0000 (0.0623,
16. 0556)
/>0.999
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001
-)
/>0.999
Max G ade 3 0 1 (<1% <0. 0001 (<0.0001
-)
/>0.999
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

RD (95%Cl)
/ p- val ue

-0.6116 (-1.8058,
0. 5825)

/0.315

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

NC

NC

NC
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 3333 (0. 0349,
3. 1879)

/0. 340

1. 0000 (0. 0628,
15. 9198)

/>0. 999

<0. 0001 (<0.0001,

-)
/>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety
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Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

Cl ass @swW w OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Dyspnoea
Any Event 2 (<19 1 (<19 2.0062 (0.1810, 0. 3058 (-0.7297, 2. 0000 (0.1822,
22.2332) 1. 3413) 21. 9486)
/0.571 /0.563 /0.571
Max Grade 1 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

OR (95%C1)
/ p- val ue

0. 4985 (0. 0450,
5.5243)

/0.571

1. 0000 (0.0623,
16. 0556)

/>0. 999

<0. 0001 (<0.0001

-)
/>0. 999
NC
NC

d ass w w
Preferred Term (N=327) (N=327)
Producti ve cough
Any Event 1 (<19 2 (<1%
Max G ade 1 1 (<1% 1 (<1%
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max Grade 4 0 0
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = (Odds Rati o;

NC = Not Cal cul abl e.
esti mat es.
PPD

identity,

RD = Risk Difference (in percentages);
from gennod nodels (link =

logit or |og,

RD (95%Cl)
/ p- val ue

-0.3058 (-1.3413,
0. 7297)
/0.563
<0. 0001 (-0.8464,
0. 8464)
/>0. 999

66 &
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.5000 (0. 0456,
5. 4872)

/0.571

1. 0000 (0.0628,
15. 9198)

/>0. 999

<0. 0001 (<0.0001

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Catarrh
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 1 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass @BW W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Haenopt ysi s
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
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Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

O ophar yngeal
di sconfort
Any Event

Max G ade

Max G ade
Max G ade
Max G ade
Max G ade

Ral es
Any Event

Max G ade

Max G ade
Max G ade
Max G ade
Max G ade

GO WN

GO WN

Note: "Any Event™

Note: OR = (dds Rati o;
from gennod nodels (link
NC = Not Cal cul abl e.

esti mat es.
PPD

1

[eoeolole)

[

[

[eoleolole)

(<199

(<199

(<199

(<19

= identity,

1

1

[eoeolole)

[

[

[eoleolole)

(<19

(<19

(<19

(<19

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

1. 0000 (0. 0623,
16. 0556)

/>0. 999

1. 0000 (0. 0623,
16. 0556)

/>0. 999

NC

NC

NC

1. 0000 (0. 0623,
16. 0556)

/>0. 999

1. 0000 (0. 0623,
16. 0556)

/>0. 999

NC

NC

NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

RD (95%Cl)
/ p- val ue

<0. 0001 (-0.8464,
0. 8464)
/>0. 999
<0. 0001 (-0.8464,
0. 8464)
/>0. 999

666

<0. 0001 (-0.8464,
0. 8464)
/>0. 999
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System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 0000 (0. 0628,
15. 9198)

/>0. 999

1. 0000 (0. 0628,
15. 9198)

/>0. 999

NC

NC

NC

1. 0000 (0. 0628,
15. 9198)

/>0. 999

1. 0000 (0. 0628,
15. 9198)

/>0. 999

NC

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Rhi nor r hoea
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max Grade 1 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Br onchospasm
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

. 0001,

. 0001,

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 306
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Dry throat
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Interstitial
| ung di sease

Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O

/>0.999 />0.999

Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999

Max Grade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Prot ocol : 207966 Page 307
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Nasal di sconfort
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0. 999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Nasal oedena
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

. 0001,

. 0001,

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Nasal septum
devi ati on
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pai nf ul
respiration
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Pleuritic pain
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/ 0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Respiratory
di sorder
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Respiratory
tract congestion

Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0.999 />0.999

Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999

Max Grade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Snori ng
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957

Max Grade 1 0 0 NC NC NC

Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
[ NC 11. 3341) [ NC

/0. 957

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Prot ocol : 207966
Popul ation: Safety

Page 312 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass w w OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
I njury, poisoning
and procedural
conplications
Any Event 31 (9% 58 (18% 0. 4857 (0.3047, -8.2569 (-13.4743, 0.5345 (0.3553
0. 7743) - 3. 0394) 0. 8039)
/0. 002 /0.002 /0.003
Max Grade 1 16 (5% 35 (119 0. 4292 (0.2326, -5.8104 (-9.8963, 0. 4571 (0.2582
0. 7920) - 1. 7245) 0. 8094)
/0. 007 /0.005 /0. 007
Max Grade 2 13 (4% 23 (79 0.5472 (0.2722, -3.0581 (-6.5461, 0.5652 (0.2914,
1.0999) 0. 4299) 1.0964)
/0.091 /0.086 /0.091
Max Grade 3 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 4 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Arthropod bite
Any Event 2 (<19 8 (2% 0. 2454 (0.0517, -1.8349 (-3.7104, 0. 2500 (0.0535,
1.1644) 0. 0407) 1.1684)
/0.077 /0. 055 /0.078
Max Grade 1 2 (<1% 6 (2% 0. 3292 (0.0660, -1.2232 (-2.9055, 0. 3333 (0.0678,
1. 6433) 0. 4590) 1. 6394)
/0.176 /0.154 /0.176
Max Grade 2 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Exposure to
conmuni cabl e

di sease
Any Event 4 (1% 5 (2% 0.7975 (0.2122, -0. 3058 (-2.0914, 0. 8000 (0.2168

2.9969) 1. 4798) 2.9526)
/0.738 /0.737 /0.738

Max G ade 1 2 (<19 2 (<19 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0. 1417
7.1419) 1.1951) 7.0566)
/>0. 999 />0. 999 />0. 999

Max G ade 2 2 (<19 3 (<19 0.6646 (0.1103, -0.3058 (-1.6407, 0.6667 (0.1121
4.0038) 1. 0291) 3.9636)
/0. 656 /0.653 /0. 656

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Linb injury
Any Event 6 (2% 3 (<19 2.0187 (0.5006, 0.9174 (-0.8669, 2. 0000 (0.5045
8. 1411) 2.7018) 7.9292)
/0.323 /0.314 /0.324
Max Grade 1 5 (2% 2 (<1% 2.5233 (0. 4860, 0.9174 (-0.6583, 2.5000 (0. 4885
13. 1000) 2.4932) 12. 7935)
/0.271 /0.254 /0.271
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

Cl ass @swW w OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Cont usi on
Any Event 4 (1% 4 (1% 1. 0000 (0. 2480, <0. 0001 (-1.6849, 1. 0000 (0.2522
4.0328) 1. 6849) 3. 9646)
/>0.999 />0.999 />0.999
Max Grade 1 2 (<1% 4 (1% 0. 4969 (0.0904, -0.6116 (-2.0723, 0. 5000 (0.0922
2.7320) 0. 8490) 2.7109)
/0.421 /0.412 /0.422
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 3 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Li ganment sprain
Any Event 3 (<19 5 (2% 0. 5963 (0.1413, -0.6116 (-2.2959, 0. 6000 (0.1446
2.5159) 1.0726) 2. 4900)
/0.482 /0. 477 /0.482
Max Grade 1 2 (<1% 4 (1% 0. 4969 (0.0904, -0.6116 (-2.0723, 0. 5000 (0.0922
2.7320) 0. 8490) 2.7109)
/0.421 /0.412 /0.422
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Skin laceration
Any Event 2 (<1% 5 (2% 0. 3963 (0.0763, -0.9174 (-2.4932, 0. 4000 (0.0782
2.0575) 0. 6583) 2.0470)
/0.271 /0.254 /0.271
Max Grade 1 1 (<19 3 (<19 0. 3313 (0.0343, -0.6116 (-1.8058, 0. 3333 (0.0349
3. 2015) 0. 5825) 3.1879)
/0.340 /0.315 /0.340
Max Grade 2 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456
5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 319
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Miuscl e strain
Any Event 0 6 (2% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 4 (1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 2 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ski n abrasi on
Any Event 3 (<19 1 (<19 3.0185 (0.3124, 0.6116 (-0.5825, 3. 0000 (0.3137,
29.1704) 1. 8058) 28.6911)
/0. 340 /0. 315 /0. 340
Max Grade 1 2 (<1% 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max G ade 2 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0. 0628,
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Arthropod sting
Any Event 0 3 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 2 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass ;W Aaw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Rib fracture
Any Event 1 (<1% 2 (<1% 0. 4985 (0.0450, -0.3058 (-1.3413, 0. 5000 (0.0456,

5.5243) 0. 7297) 5. 4872)
/0.571 /0.563 /0.571

Max G ade 1 0 0 NC NC NC

Max G ade 2 1 (<1% 2 (<1% 0. 4985 (0. 0450, -0.3058 (-1.3413, 0. 5000 (0.0456,
5.5243) 0.7297) 5.4872)
/0.571 /0.563 /0.571

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Animal bite
Any Event 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0. 999 />0. 999

Max G ade 1 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999

Max G ade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Heat stroke
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

C ass :sw aw OR (95%C1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Joint injury
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628,

16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999

Max Grade 1 0 0 NC NC NC

Max Grade 2 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0. 0628,
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999

Max Grade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max G ade 5 0 0

Meni scus injury
Any Event 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0.999 />0.999

Max Grade 1 0 0 NC NC NC

Max Grade 2 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999

Max Grade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Muscul oskel et al
forei gn body
Any Event 1 (<1% 1 (<1% 1. 0000 (0.0623,
16. 0556)
/>0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001
/>0.999
Max G ade 2 1 (<1% 0 >999 (>999, >999)
/ NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

from gennod nodels (link =
NC = Not Cal cul abl e.
esti nat es.

PPD

identity,

Tabl e 3.01

logit or |og,

RD (95%Cl)
/ p- val ue

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

NC

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

Page 325 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 0000 (0. 0628,
15. 9198)
/>0. 999
<0. 0001 (<0.0001,

/>0. 999
>999 (>999,
I NC

>999)

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass ;W Aaw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Road traffic
acci dent
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Vacci nation
conpli cation
Any Event 1 (<1% 1 (<1% 1. 0000 (0.0623,
16. 0556)
/>0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001
/>0.999
Max G ade 2 1 (<1% 0 >999 (>999, >999)
/ NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

from gennod nodels (link =
NC = Not Cal cul abl e.
esti nat es.

PPD

identity,

Tabl e 3.01

logit or |og,

RD (95%Cl)
/ p- val ue

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

NC

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

Page 327 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 0000 (0. 0628,
15. 9198)
/>0. 999
<0. 0001 (<0.0001,

/>0. 999
>999 (>999,
I NC

>999)

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica

14SEP2020 01: 31



Protocol : 207966 Page 328
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Wist fracture
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max G ade 1 0 0 NC NC NC
Max Grade 2 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Bone cont usi on
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

. 0001,

. 0001,

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
Burns second
degree
Any Event 0 1 (<1%

Max Grade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max G ade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 329 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
Chemi cal burns
of eye
Any Event 0 1 (<1%

Max Grade 1 0 0
Max G ade 2 0 1 (<1%
Max Grade 3 0 0
Max Grade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 330 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Clavicle
fracture
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
- )
/>0. 999 />0. 999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Concussi on
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Cor neal abrasion
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0. 999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Epi condylitis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

. 0001,

. 0001,

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Fal |
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Fi bul a fracture
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 334 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Foot fracture
Any Event

Max G ade

Max G ade
Max G ade
Max G ade
Max G ade

Head injury
Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

abhwiN

gabhw

Note: "Any Event™

Note: OR = (dds Rati o;
from gennod nodels (link
NC = Not Cal cul abl e.

esti mat es.
PPD

= [eoleolole)

= O

[elole]

(<199

(<19

= identity,

1 (<1%

1 (<1%

[eoleolole)

oo

[eolole]

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

)
/>0. 999
NC
NC
NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
/ NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

0. 3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
/ NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
I njection
rel ated reaction
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

I njury corneal

Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

/>0.999 />0.999

Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999

Max Grade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Joi nt
di sl ocation
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
I NC 11. 3341) I NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Lip injury
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Pr ot ocol :

Popul ati on:

207966
Saf ety

System Organ

d ass
Preferred

Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 337 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Nail injury
Any Event

Max

Max
Max
Max
Max

Over dose

G ade

G ade
G ade
G ade
G ade

Any Event

Max
Max
Max
Max

Max

G ade
G ade
G ade
G ade

G ade

abhwiN

ArWNBE

Note: "Any Event™

Note: OR = (dds Rati o;
from gennod nodels (link
NC = Not Cal cul abl e.
esti mat es.

PPD

= [eoleolole)

ROOO

(<199

(<19

= identity,

1 (<1%

1 (<1%

o [eoleolole)

[eoleolole)

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

)
/>0. 999
NC
NC
NC

>999 (>999, >999)
/ NC

NC
NC
NC
>999 (>999, >999)
I/ NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10. 7225,
11. 3341)
/0.957

NC
NC
NC
0. 3058 (-10. 7225,

11. 3341)
/0.957

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

>999 (>999, >999)
/ NC

NC
NC
NC
>999 (>999, >999)
I/ NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 338 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Procedural pai
Any Event

Max G ade

Max G ade
Max G ade
Max G ade
Max G ade

Scapul a fracture

Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

abhwiN

gabhw

Note: "Any Event™

Note: OR = (dds Rati o;
from gennod nodels (link
NC = Not Cal cul abl e.

esti mat es.
PPD

= [eoleolole)

= O

[elole]

(<199

(<19

= identity,

1 (<1%

1 (<1%

[eoleolole)

oo

[eolole]

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

)
/>0. 999
NC
NC
NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
/ NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

0. 3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
/ NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term ( Mai nt enance Phase)
System Organ
d ass W Aw OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Sunburn
Any Event 0 1 (<19 <0. 0001 (<0.0001
-)
/>0.999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 2 0 0 NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Thermal burn
Any Event 1 (<1% 0 >999 (>999, >999)
/ NC
Max Grade 1 1 (<1% 0 >9099 (>999, >999)
/ NC
Max G ade 2 0 0 NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

RD (95%Cl)
/ p- val ue

Page 339 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue
<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

>999 (>999,
/' NC

>999)

>999 (>999,
/' NC

>999)

NC
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Traunmatic
haemat ona
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

U na fracture

Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

/>0.999 />0.999

Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999

Max Grade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Page 341 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

Cl ass w w OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Psychiatric
di sorders
Any Event 35 (11% 44 (13% 0. 7709 (0. 4804, -2.7523 (-7.7431, 0. 7955 (0.5244,
1.2373) 2.2385) 1. 2066)
/0,281 /0.280 /0.282
Max G ade 20 (6% 33 (109 0.5804 (0. 3256, -3.9755 (-8.1474, 0. 6061 (0.3554,
1. 0345) 0.1963) 1.0336)
/0. 065 /0.062 /0.066
Max G ade 15 (5% 9 (3% 1.6987 (0.7326, 1.8349 (-1.0437, 1.6667 (0.7399
3.9389) 4.7134) 3.7542)
/0.217 /0.212 /0.218
Max G ade 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max G ade 0 0 NC NC NC
Max G ade 0 0

Note: "Any Event™
Note: OR = Odds Rati o;
fromgennod nodels (link = identity, logit or |og,
NC = Not Cal cul abl e.
esti nat es.

PPD

represents subjects with any AE reported.
RD = Risk Difference (in percentages);

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
Zero counts for AEs in either treatnent group may lead to unreliable statistica

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
| nsomi a
Any Event 11 (3% 18 (6% 0.5976 (0.2777, -2.1407 (-5.2918, 0.6111 (0.2932
1. 2859) 1.0104) 1. 2735)
/0.188 /0.183 /0.189
Max Grade 1 6 (2% 16 (5% 0. 3633 (0.1404, -3.0581 (-5.8118, 0. 3750 (0.1486
0. 9405) - 0. 3044) 0. 9463)
/0.037 /0. 030 /0.038
Max Grade 2 5 (2% 2 (<1% 2.5233 (0. 4860, 0.9174 (-0.6583, 2.5000 (0. 4885
13. 1000) 2.4932) 12. 7935)
/0.271 /0.254 /0.271
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Anxi ety
Any Event 9 (3% 7 (29 1.2938 (0.4760, 0.6116 (-1.7559, 1.2857 (0.4846
3.5164) 2.9792) 3.4112)
/0.614 /0.613 /0.614
Max Grade 1 3 (<19 4 (1% 0. 7477 (0. 1660, -0.3058 (-1.8829, 0. 7500 (0.1692
3.3672) 1.2713) 3.3248)
/0.705 /0.704 /0.705
Max G ade 2 6 (2% 3 (<19 2.0187 (0.5006, 0.9174 (-0.8669, 2. 0000 (0.5045
8. 1411) 2.7018) 7.9292)
/0.323 /0.314 /0.324
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Page 344 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

Cl ass @swW w OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Depr essi on
Any Event 3 (<1% 6 (2% 0. 4954 (0.1228, -0.9174 (-2.7018, 0. 5000 (0.1261
1.9978) 0. 8669) 1.9823)
/0.323 /0.314 /0.324
Max Grade 1 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max Grade 2 2 (<1% 4 (1% 0. 4969 (0.0904, -0.6116 (-2.0723, 0. 5000 (0.0922
2.7320) 0. 8490) 2.7109)
/0.421 /0.412 /0.422
Max Grade 3 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica

14SEP2020 01: 31
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Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Sl eep di sorder
Any Event 1 (<19 5 (2% 0.1975 (0.0230, -1.2232 (-2.6816, 0. 2000 (0.0235
1.7002) 0. 2352) 1.7025)
/0. 140 /0. 100 /0.141
Max Grade 1 0 4 (1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Abnor mal dreans
Any Event 0 5 (2% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 4 (1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

of 487

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned

fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Depressed nood
Any Event 3 (<19 1 (<19 3.0185 (0.3124, 0.6116 (-0.5825, 3. 0000 (0.3137
29.1704) 1. 8058) 28.6911)
/0. 340 /0. 315 /0. 340
Max Grade 1 3 (<19 1 (<19 3.0185 (0.3124, 0. 6116 (-0.5825, 3. 0000 (0.3137
29.1704) 1. 8058) 28.6911)
/0. 340 /0. 315 /0. 340
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Li bi do decreased
Any Event 2 (<19 2 (<1% 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0.1417
7.1419) 1.1951) 7.0566)
/>0.999 />0.999 />0.999
Max Grade 1 2 (<19 2 (<1% 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0. 1417
7.1419) 1.1951) 7.0566)
/>0.999 />0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul abl e.

Zero counts for AEs in either treatnent group may lead to unreliable statistica
sggi nmat es.
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Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ni ght mare
Any Event 1 (<19 3 (<19 0. 3313 (0.0343, -0.6116 (-1.8058, 0. 3333 (0.0349,
3. 2015) 0. 5825) 3.1879)
/0.340 /0.315 /0.340
Max Grade 1 1 (<19 3 (<19 0. 3313 (0.0343, -0.6116 (-1.8058, 0. 3333 (0.0349,
3. 2015) 0. 5825) 3.1879)
/0. 340 /0.315 /0.340
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pani ¢ attack
Any Event 1 (<19 3 (<19 0. 3313 (0.0343, -0.6116 (-1.8058, 0. 3333 (0.0349
3. 2015) 0. 5825) 3.1879)
/0.340 /0.315 /0.340
Max Grade 1 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
P 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Adj ust nent
di sorder with
depressed nood
Any Event 2 (<19 0 >999 (>999,
/ NC
Max Grade 1 1 (<1% 0 >999 (>999,
/ NC
Max Grade 2 1 (<1% 0 >999 (>999,
/ NC
Max Grade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.

Note: OR = (dds Rati o;
from gennod nodels (link =
NC = Not Cal cul abl e.
esti mat es.

PPD

identity,

logit or |og,

RD = Risk Difference (in percentages);

>999)
>999)

>999)

RD (95%Cl)
/ p- val ue

0.3058 (-10. 7225,
11. 3341)

/0.957

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

Page 350 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)

/ p- val ue

>999 (>999, >999)
I NC

>999 (>999, >999)
/ NC

>999 (>999, >999)
/ NC

NC

NC

RR = Relative Risk. RD, OR and RR are obtai ned
respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Cl ass ;W " OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Drug abuse
Any Event 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0. 999 />0. 999

Max G ade 1 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999

Max G ade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Irritability
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628,

16. 0556) 0. 8464) 15. 9198)
/>0. 999 />0. 999 />0. 999

Max G ade 1 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15. 9198)
/>0. 999 />0. 999 />0. 999

Max G ade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Maj or depressi on
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Protocol : 207966 Page 353 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Adj ust nent
di sorder
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Adj ust nent

di sorder with
m xed anxi ety
and depressed

nood
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

/>0.999 />0.999

Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999

Max Grade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Agor aphobi a
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Enot i onal
di stress
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term ( Mai nt enance Phase)
System Organ
d ass W Aw OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Loss of |ibido
Any Event 0 1 (<19 <0. 0001 (<0.0001
-)
/>0.999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 2 0 0 NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Mood swi ngs
Any Event 1 (<1% 0 >999 (>999, >999)
/ NC
Max Grade 1 1 (<1% 0 >9099 (>999, >999)
/ NC
Max G ade 2 0 0 NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

RD (95%Cl)
/ p- val ue

Page 356 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue
<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

>999 (>999,
/' NC

>999)

>999 (>999,
/' NC

>999)

NC
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966 Page 357 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ner vousness
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >9099 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Post-traunati c
stress di sorder

Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Rest | essness
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >099 (>999, >999)
/ NC 11. 3341) / NC
/0.957

Max G ade 1 0 0 NC NC NC

Max Grade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC

/0. 957

Max Grade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Stress
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0. 999 />0. 999

Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999

Max G ade 2 0 0 NC NC NC

Max Grade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Page 359 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
I nvesti gations
Any Event 18 (6% 30 (9% 0.5767 (0.3147, -3.6697 (-7.6571, 0. 6000 (0.3414,
1. 0568) 0.3177) 1. 0545)
/0.075 /0.071 /0.076
Max G ade 14 (4% 20 (69 0. 6866 (0.3406, -1.8349 (-5.2348, 0. 7000 (0.3598
1. 3838) 1.5651) 1.3619)
/0.293 /0.290 /0.294
Max G ade 2 (<1% 9 (3% 0.2174 (0.0466, -2.1407 (-4.1050, 0.2222 (0.0484,
1.0142) -0.1764) 1. 0206)
/0. 052 /0. 033 /0. 053
Max G ade 2 (<1% 1 (<1% 2. 0062 (0.1810, 0. 3058 (-0.7297, 2.0000 (0.1822
22.2332) 1.3413) 21.9486)
/0.571 /0. 563 /0.571
Max G ade 0 0 NC NC NC
Max G ade 0 0

Note: "Any Event™

Note: OR = (dds Rati o;

from gennod nodels (link
NC = Not Cal cul abl e.
esti nat es.

PPD

= identity,

logit or |og,

represents subjects with any AE reported.
RD = Risk Difference (in percentages);

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
Zero counts for AEs in either treatnent group may lead to unreliable statistica
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Prot ocol : 207966
Popul ation: Safety

System Organ
d ass W

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 360 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Preferred Term (N=327)
Body tenperature
i ncreased
Any Event 2 (<19%

Max Grade 1 1 (<1%
Max G ade 2 0
Max Grade 3 1 (<1%
Max G ade 4 0
Max G ade 5 0

6 (2%

6 (2%

oo

0.3292 (0. 0660,
1. 6433)

/0.176

0.1641 (0.0196,
1. 3708)

/0.095

NC

>999 (>999, >999)
/I NC

NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

-1.2232 (-2.9055,
0. 4590)

/0. 154

-1.5291 (-3.1020,
0. 0439)

/0. 057

NC

0.3058 (-10.7225,
11. 3341)

/0. 957

NC

0. 3333 (0.0678,
1. 6394)

/0.176

0. 1667 (0.0202,
1. 3767)

/0.096

NC

>999 (>999, >999)
/I NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Wei ght i ncreased
Any Event 3 (<19 3 (<19 1. 0000 (0.2003, <0. 0001 (-1.4614, 1. 0000 (0.2033
4.9913) 1.4614) 4.9182)
/>0.999 />0.999 />0.999
Max Grade 1 2 (<1% 2 (<1% 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0. 1417
7.1419) 1.1951) 7.0566)
/>0.999 />0.999 />0.999
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Pr ot ocol :
Popul ati on:

207966
Saf ety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass w w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Al ani ne
am not r ansf er ase
i ncreased
Any Event 2 (<19 3 (<19 0.6646 (0.1103,
4.0038)
/0. 656
Max G ade 1 2 (<19 2 (<19 1. 0000 (0. 1400,
7.1419)
/>0. 999
Max G ade 2 0 1 (<19 <0. 0001 (<0. 0001,
-)
/>0. 999
Max G ade 3 0 0 NC
Max Grade 4 0 0 NC
Max Grade 5 0 0
Note: "Any Event" represents subjects with any AE reported.

Not e:

OR = (dds Rati o;

esti mat es.
PPD

RD = Risk Difference (in percentages);
from gennod nodels (link =
NC = Not Cal cul abl e.

identity,

Tabl e 3.01

logit or |og,

RD (95%Cl)
/ p- val ue

-0.3058 (-1.6407,
1.0291)

/0. 653

<0. 0001 (-1.1951,
1.1951)

/>0. 999

NC

NC
NC

Page 362 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.6667 (0.1121,
3. 9636)

/0. 656

1. 0000 (0. 1417,
7. 0566)

/>0. 999

<0. 0001 (<0.0001,

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Bl ood creatine
phosphoki nase
i ncreased
Any Event 2 (<19 3 (<19 0.6646 (0.1103,
4.0038)
/0. 656
Max G ade 1 2 (<1% 2 (<1% 1. 0000 (0. 1400,
7.1419)
/>0.999
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001,
-)
/>0.999
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max Grade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

Tabl e 3.01

RD (95%Cl)
/ p- val ue

-0.3058 (-1.6407,
1.0291)

/0. 653

<0. 0001 (-1.1951,
1.1951)

/>0. 999

NC

NC
NC

Page 363 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.6667 (0.1121,
3. 9636)

/0. 656

1. 0000 (0. 1417,
7. 0566)

/>0. 999

<0. 0001 (<0.0001,

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Bl ood pressure
i ncreased
Any Event 2 (<1% 3 (<1% 0. 6646 (0.1103, -0.3058 (-1.6407, 0.6667 (0.1121
4.0038) 1. 0291) 3.9636)
/0. 656 /0. 653 /0. 656
Max Grade 1 2 (<1% 3 (<1% 0. 6646 (0.1103, -0.3058 (-1.6407, 0.6667 (0.1121
4.0038) 1. 0291) 3.9636)
/0. 656 /0. 653 /0. 656
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



207966
Saf ety

Pr ot ocol :
Popul ati on:

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

OR (95%C1)
/ p- val ue

0. 4985 (0. 0450,
5. 5243)

/0.571

1. 0000 (0. 0623,
16. 0556)

/>0. 999

<0. 0001 (<0.0001,

-)
/>0. 999
NC
NC

d ass w w
Preferred Term (N=327) (N=327)
Bl ood
chol esterol
i ncreased
Any Event 1 (<1% 2 (<19
Max Grade 1 1 (<1% 1 (<1%
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max G ade 4 0 0
Max Grade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = (Odds Rati o;

from gennod nodels (link =

NC = Not Cal cul abl e.
esti mat es.
PPD

identity,

RD = Risk Difference (in percentages);

logit or |og,

RD (95%Cl)
/ p- val ue

-0.3058 (-1.3413,
0. 7297)

/0.563

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

NC

NC
NC

Page 365 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 5000 (0. 04586,
5. 4872)

/0.571

1. 0000 (0. 0628,
15. 9198)

/>0. 999

<0. 0001 (<0.0001,

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Bl ood gl ucose
i ncreased
Any Event 2 (<1% 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max Grade 1 2 (<1% 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0
Li pase increased
Any Event 0 2 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
-) -)
/>0.999 />0.999
Max G ade 1 0 0 NC NC NC
Max Grade 2 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Low density
| i poprotein
i ncreased
Any Event 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max Grade 1 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Wei ght decreased
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 1 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628,
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Aspartate
am not ransf erase
i ncr eased
Any Event 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Bl ood bilirubin
i ncreased
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Bl ood bilirubin
unconj ugat ed

i ncr eased
Any Event 0 1 (<19 <0. 0001 (<0. 0001, NC <0. 0001 (<0.0001

-) -)
/>0. 999 />0. 999

Max G ade 1 0 1 (<19 <0. 0001 (<0. 0001, NC <0. 0001 (<0.0001
/>0. 999 />0. 999

Max G ade 2 0 0 NC NC NC

Max G ade 3 0 0 NC NC NC

Max Grade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Bl ood creatini ne
i ncreased
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Prot ocol : 207966 Page 373 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Bl ood
triglycerides
i ncreased
Any Event 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
CD4 | ynphocyt es
decr eased
Any Event 0 1 (<1%

Max Grade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max Grade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 374 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Canpyl obact er
test positive

Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0.999 />0.999

Max Grade 1 0 0 NC NC NC

Max G ade 2 0 1 (<19 <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
/>0. 999 />0. 999

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Chl anydi a test
positive
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)

Creatini ne renal

cl earance

decr eased

Any Event 0 1 (<1%

Max G ade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max Grade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 377 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001

)
/>0. 999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ
d ass
Preferred Term

Cul ture urine
positive
Any Event

Max Grade 1
Max G ade 2

Max G ade
Max G ade
Max G ade

gab~_w

Tabl e 3.01

w w
(N=327) (N=327)
0 1 (<19
0 0
0 1 (<19
0 0
0 0
0 0

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = (dds Rati o;

fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

RD = Risk Difference (in percentages);

RD (95%Cl)
/ p- val ue

Page 378 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966 Page 379 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Escherichia test
positive
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Haemat ocrit
i ncreased
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 381 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Haenogl obi n
i ncreased
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
Hepatic enzyne
i ncreased
Any Event 0 1 (<1%

Max Grade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max Grade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 382 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
I ntraocul ar
pressure
i ncr eased
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
[ NC 11. 3341) [ NC
/0. 957
Max G ade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
[ NC 11. 3341) [ NC
/0. 957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 384 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Muscl e enzyme
i ncreased
Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

gab~_w

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

1 (<1%

0
1 (<1%

[e)oXe]

oo

[e)oXe]

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10.7225,
11. 3341)

/0.957

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
Par asite stool
test positive
Any Event 0 1 (<1%
Max Grade 1 0 0
Max G ade 2 0 1 (<1%
Max Grade 3 0 0
Max Grade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 385 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
Shi gel l a test
positive
Any Event 0 1 (<1%

Max Grade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max G ade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 386 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966 Page 387 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Tr ansani nases
i ncreased
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0. 999 />0. 999
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 388 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Vitamin D
decr eased
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Pr ot ocol :

Popul ati on:

207966
Saf ety

System Organ

d ass

Preferred Term

Whi te bl ood cell

count decreased
Any Event

Max
Max
Max

Max
Max

G ade
G ade
G ade

G ade
G ade

wWN -

Note: "Any Event™

Note: OR = (dds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.
esti mat es.

PPD

oo

[eolole]

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

>999 (>999, >999)
/ NC

NC
NC
>999 (>999, >999)
I/ NC

NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

RD (95%Cl)
/ p- val ue

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

0. 3058 (-10. 7225,
11. 3341)

/0.957

NC

Page 389 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

>999 (>999, >999)
/ NC

NC
NC
>999 (>999, >999)
I/ NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Protocol : 207966 Page 390 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Reproducti ve

system and breast

di sorders
Any Event 16 (5% 15 (5% 1. 0701 (0.5200, 0. 3058 (-2.9512, 1. 0667 (0.5363

2.2022) 3.5629) 2.1214)
/0. 854 /0. 854 /0. 854

Max Grade 1 10 (3% 10 (3% 1. 0000 (0. 4106, <0. 0001 (-2.6392, 1. 0000 (0.4219
2.4357) 2.6392) 2.3703)
/>0. 999 />0. 999 />0. 999

Max G ade 2 6 (2% 5 (2% 1.2037 (0.3637, 0. 3058 (-1.6652, 1. 2000 (0.3699
3. 9839) 2.2768) 3. 8931)
/0.761 /0.761 /0.761

Max G ade 3 0 0 NC NC NC

Max Grade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Pr ot ocol :
Popul ati on:

207966
Saf ety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

d ass w w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Erectile
dysfunction
Any Event 4 (1% 5 (2% 0.7975 (0.2122,
2.9969)
/0.738
Max Grade 1 2 (<1% 4 (1% 0. 4969 (0.0904,
2.7320)
/0.421
Max G ade 2 2 (<1% 1 (<1% 2.0062 (0.1810,
22.2332)
/0.571
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

from gennod nodels (link =
NC = Not Cal cul abl e.

esti mat es.
PPD

identity,

logit or |og,

RD (95%Cl)
/ p- val ue

-0.3058 (-2.0914,
1. 4798)

/0.737

-0.6116 (-2.0723,
0. 8490)

/0. 412

0.3058 (-0.7297,
1.3413)

/0.563

NC

NC

Page 391 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0. 8000 (0. 2168,
2. 9526)

/0.738

0. 5000 (0.0922,
2. 7109)

/0. 422

2.0000 (0. 1822,
21.9486)
/0.571

NC

NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Protocol : 207966 Page 392 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Pr ost at onegal y
Any Event 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001

-) -)
/>0. 999 />0. 999

Max G ade 1 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999

Max G ade 2 0 0 NC NC NC

Max Grade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Testi cul ar cyst
Any Event 2 (<19 0 >999 (>999, >999) NC >999 (>999, >999)

/ NC / NC

Max G ade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
[ NC 11. 3341) [ NC

/0. 957

Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)

[ NC 11. 3341) [ NC
/0. 957

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
At r ophi ¢
vul vovagi nitis
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Bal anoposthitis
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/ 0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966 Page 394 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Beni gn prostatic
hyper pl asi a
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<0. 0001,
- )
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Breast cyst
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Breast pain
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Cervi cal
dyspl asi a
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/ 0. 957
Max Gade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
I NC 11. 3341) I NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Protocol : 207966 Page 396 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

C ass :sw aw OR (95%C1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Cenital erythema
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Haenat osperni a
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 0 0 NC NC NC
Max Grade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/ 0. 957
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Menorrhagi a
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Peni | e burni ng
sensation
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0. 0001, NC <0. 0001 (<O
/>0. 999 />0. 999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Pr ot ocol : 207966

Page 398 of 487
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Peni | e di scharge
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0. 999 />0. 999
Max Grade 1 0 0 NC NC NC
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Penile pain
Any Event 1 (<19 0 >099 (>999, >999) 0. 3058 (-10. 7225, >9099 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 1 1 (<19 0 >9099 (>999, >999) 0. 3058 (-10. 7225, >9099 (>999, >999)
/ NC 11. 3341) / NC
/0.957
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Protocol : 207966 Page 399 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass ;W Aaw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Pri api sm
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0. 999 />0. 999
Max G ade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Prostatitis
Any Event 1 (<19 0 >099 (>999, >999) 0. 3058 (-10. 7225, >9099 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966 Page 400
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Testicul ar nass
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Testicul ar pain
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)
Testi cul ar
torsion
Any Event 0 1 (<1%

Max Grade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max G ade 4 0 0
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 401 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001,

/>0.999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966 Page 402 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Testis
di sconfort
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Ut erine polyp
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/ 0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966 Page 403 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Vagi nal
di schar ge
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Page 404 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass w w OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Neopl asnms beni gn
mal i gnant and
unspecified (incl
cysts and pol yps)
Any Event 9 (3% 18 (6% 0. 4858 (0.2150, -2.7523 (-5.7945, 0. 5000 (0.2280
1.0980) 0. 2899) 1. 0966)
/0.083 /0.076 /0.084
Max Grade 1 8 (2% 15 (5% 0.5216 (0.2181, -2.1407 (-4.9594, 0.5333 (0.2293
1. 2478) 0.6781) 1. 2407)
/0.144 /0.137 /0.144
Max Grade 2 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 1 (<1% 1 (<1% 1. 0000 (0.0623, <0. 0001 (-0. 8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15. 9198)
/>0.999 />0.999 />0.999
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966 Page 405 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Anogenital warts
Any Event 3 (<19 7 (29 0. 4233 (0.1085, -1.2232 (-3.1018, 0. 4286 (0.1118
1.6513) 0. 6553) 1. 6429)
/0.216 /0.202 /0.217
Max Grade 1 3 (<19 6 (2% 0. 4954 (0.1228, -0.9174 (-2.7018, 0. 5000 (0.1261
1.9978) 0. 8669) 1.9823)
/0.323 /0.314 /0.324
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966 Page 406 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass ;W Aaw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Skin papillona
Any Event 0 6 (2% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0. 999 />0. 999
Max G ade 1 0 6 (2% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Protocol : 207966 Page 407
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass ;W Aaw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Fi brous
hi sti ocyt oma
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31

of 487

. 0001,

. 0001,

. 0001,

bt ai ned



Prot ocol : 207966 Page 408 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Acr ochor don
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Basal cell
car ci noma
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
D ffuse large
B-cell |ynmphona

Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 5 0 0
Fi broma
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
d i obl ast oma
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max G ade 1 0 0 NC NC NC
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max Grade 5 0 0
Kaposi’'s sarconma
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31
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Pr ot ocol :

Popul ati on:

207966
Saf ety

System Organ

d ass
Preferred

Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 411 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Max
Max
Max
Max

Li pora of breast

G ade
G ade
G ade
G ade

Any Event

Max

Max
Max
Max
Max

G ade

G ade
G ade
G ade
G ade

abhwiN

abhwiN

Note: "Any Event™

Note: OR = (dds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.
esti mat es.

PPD

1 (<1%

1 (<1%

[eoleolole)

[eoleolole)

= [eoleolole)

[

[eoleolole)

(<199

(<19

>999 (>999, >999)
/ NC

>999 (>999, >999)
/ NC

NC
NC
NC

<0. 0001 (<0.0001,

)
1>0. 999
<0. 0001 (<0.0001

)
/>0. 999
NC
NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

666 & 6

>999 (>999, >999)
/ NC

>999 (>999, >999)
/ NC

NC
NC
NC

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ur et hr al
papil | ona
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ut erine
| ei omyonma
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ
Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue

Vascul ar di sorders

Any Event 13 (4% 13 (4% 1. 0000 (0. 4563, <0. 0001 (-2.9949, 1. 0000 (0.4708

2.1913) 2.9949) 2.1240)
/>0.999 />0.999 />0.999

Max G ade 1 11 (3% 11 (3% 1. 0000 (0.4273, <0. 0001 (-2.7636, 1. 0000 (0. 4397
2. 3400) 2.7636) 2.2740)
/>0.999 />0.999 />0.999

Max G ade 2 2 (<1% 2 (<1% 1. 0000 (0. 1400, <0. 0001 (-1.1951, 1. 0000 (0.1417
7.1419) 1.1951) 7.0566)
/>0.999 />0.999 />0.999

Max G ade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @BW AW OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Hypert ensi on
Any Event 9 (3% 6 (2% 1.5142 (0.5327, 0.9174 (-1.3761, 1.5000 (0.5401
4.3035) 3.2110) 4.1663)
/0.436 /0.433 /0.437
Max Grade 1 8 (2% 5 (2% 1.6150 (0.5227, 0.9174 (-1.2209, 1. 6000 (0.5290
4.9898) 3. 0558) 4.8394)
/0. 405 /0. 400 /0. 405
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Tabl e 3.01

OR (95%C1)
/ p- val ue

1. 0000 (0.0623,
16. 0556)

/>0. 999

1. 0000 (0.0623,
16. 0556)

/>0. 999

NC

NC

NC

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

/>0.999
NC
NC
NC

d ass w w
Preferred Term (N=327) (N=327)
Fl ushi ng
Any Event 1 (<19 1 (<19
Max G ade 1 1 (<1% 1 (<1%
Max G ade 2 0 0
Max Grade 3 0 0
Max G ade 4 0 0
Max G ade 5 0 0
Haemat oma
Any Event 0 2 (<19
Max Grade 1 0 2 (<19
Max G ade 2 0 0
Max Grade 3 0 0
Max G ade 4 0 0
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = (Odds Rati o;

NC = Not Cal cul abl e.
esti mat es.
PPD

logit or |og,

RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

RR =

RD (95%Cl)
/ p- val ue

<0. 0001 (-0.8464,
0. 8464)
/>0. 999
<0. 0001 (-0.8464,

666 & 6

Page 416 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

1. 0000 (0.0628,
15. 9198)

/>0. 999

1. 0000 (0.0628,
15. 9198)

/>0. 999

NC

NC

NC

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

Rel ative Risk. RD, OR and RR are obtai ned

respectively) with no covariate adjustnment.
Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Peri pher al
venous di sease
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term (Mai nt enance

System Organ
d ass W Aw

Preferred Term (N=327) (N=327)

Bl ood pressure

i nadequat el y

controll ed

Any Event 0 1 (<1%

Max G ade 1 0 0
Max G ade 2 0 1 (<1%
Max G ade 3 0 0
Max Grade 4 0 0
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);

fromgennod nodels (link = identity, logit or |og,

esti mat es.
PPD

Page 418 of 487

System Or gan

Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weeks)

OR (95%C1)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001

)
/>0. 999

NC
NC

reported.

RD (95%Cl)
/ p- val ue

RR (95%Cl)
/ p- val ue

<0. 0001 (<0.0001,

-)

/>0. 999

NC

<0. 0001 (<0.0001

-)
/>0. 999
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

14SEP2020 01: 31
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Page 419 of 487
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

C ass :sw aw OR (95%C1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Hot fl ush
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957

Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)

/ NC 11. 3341) / NC
/0. 957

Max Grade 2 0 0 NC NC NC

Max Grade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max G ade 5 0 0

Hypot ensi on
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,

-) -)
/>0.999 />0.999

Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999

Max Grade 2 0 0 NC NC NC

Max Grade 3 0 0 NC NC NC

Max G ade 4 0 0 NC NC NC

Max G ade 5 0 0

Note: "Any Event™

Note: OR = (dds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.
esti mat es.

PPD

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Peri pheral
col dness
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
Thr ombophl ebiti s
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/ 0. 957
Max Gade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
I NC 11. 3341) I NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass ;W Aaw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Vari cose vein
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Prot ocol : 207966
Popul ation: Safety

Page 422 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Eye di sorders
Any Event 7 (29 16 (5% 0. 4252 (0.1726, -2.7523 (-5.5679, 0. 4375 (0.1824,
1.0477) 0. 0633) 1.0494)
/0. 063 / 0. 055 /0. 064
Max G ade 2 (<1% 11 (3% 0.1768 (0.0389, -2.7523 (-4.8814, 0.1818 (0.0406
0. 8039) -0.6232) 0. 8139)
/0.025 /0.011 /0.026
Max G ade 5 (2% 4 (1% 1.2539 (0.3337, 0.3058 (-1.4798, 1. 2500 (0.3387
4.7117) 2.0914) 4.6134)
/0.738 /0.737 /0.738
Max G ade 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max G ade 0 0 NC NC NC
Max G ade 0 0

Note: "Any Event™
Note: OR = (dds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.
esti mat es.

PPD

logit or |og,
Zero counts for AEs in either treatnent group may lead to unreliable statistica

represents subjects with any AE reported.
RD = Risk Difference (in percentages);

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
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Prot ocol : 207966
Popul ation: Safety

Page 423 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Bl epharitis
Any Event 1 (<19 3 (<19 0. 3313 (0.0343, -0.6116 (-1.8058, 0. 3333 (0.0349
3. 2015) 0. 5825) 3.1879)
/0.340 /0.315 /0.340
Max Grade 1 0 2 (<19 <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
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Protocol : 207966 Page 424
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Conjunctivitis
allergic
Any Event 0 3 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
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Prot ocol : 207966
Popul ation: Safety

System Organ
d ass W

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 425 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Preferred Term (N=327)
Ret i nal
det achnent
Any Event 1 (<1%

Max Grade 1 0
Max G ade 2 1 (<1%
Max G ade 3 0
Max G ade 4 0
Max Grade 5 0

1 (<1%

oo

1 (<1%

1. 0000 (0. 0623,
16. 0556)

/>0. 999

NC

>999 (>999, >999)
/ NC

<0. 0001 (<0.0001,

-)
/>0. 999
NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

<0. 0001 (-0.8464,
0. 8464)

/>0. 999

NC

0. 3058 (-10.7225,
11. 3341)

/0. 957

NC

NC

1.0000 (0. 0628,
15. 9198)

/>0. 999

NC

>999 (>999, >999)
/ NC

<0. 0001 (<0.0001,

-)
/>0. 999
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Bl ephar ospasm
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max G ade 1 0 0 NC NC NC
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Cat ar act
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 1 0 0 NC NC NC
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
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of 487

. 0001,

. 0001,

bt ai ned



Prot ocol : 207966 Page 427 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

C ass :sw aw OR (95%C1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Chal azi on
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 0 0 NC NC NC
Max Grade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Di pl opi a
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0. 999 />0. 999
Max Grade 1 0 0 NC NC NC
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
RED 14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,

O ass and Preferred Term ( Mai nt enance Phase)
System Organ
d ass W Aw OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Dry eye
Any Event 0 1 (<19 <0. 0001 (<0.0001
-)
/>0.999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001,
-)
/>0.999
Max G ade 2 0 0 NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Eye pain
Any Event 1 (<1% 0 >999 (>999, >999)
/ NC
Max Grade 1 1 (<1% 0 >9099 (>999, >999)
/ NC
Max G ade 2 0 0 NC
Max G ade 3 0 0 NC
Max G ade 4 0 0 NC
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity, logit or |og,

NC = Not Cal cul abl e.
esti mat es.
PPD

RD (95%Cl)
/ p- val ue

Page 428 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue
<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

>999 (>999,
/' NC

>999)

>999 (>999,
/' NC

>999)

NC
NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Popul ation: Safety

System Organ
d ass
Preferred Term

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 429 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Eyelid cyst
Any Event

Max G ade

Max G ade
Max G ade
Max G ade
Max G ade

Eyel i d oedena
Any Event

Max G ade
Max G ade

Max G ade
Max G ade
Max G ade

abhwiN

gabhw

Note: "Any Event™

Note: OR = (dds Rati o;
from gennod nodels (link
NC = Not Cal cul abl e.

esti mat es.
PPD

= [eoleolole)

= O

[elole]

(<199

(<19

= identity,

1 (<1%

1 (<1%

[eoleolole)

oo

[eolole]

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

)
/>0. 999
NC
NC
NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
/ NC

NC
NC

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

0.3058 (-10. 7225,
11. 3341)

/0.957

NC

0. 3058 (-10. 7225,
11. 3341)

/0.957

NC

NC

<0. 0001 (<0.0001,

-)
1>0. 999
<0. 0001 (<0.0001

-)
/>0. 999
NC
NC
NC

>999 (>999, >999)
/ NC

NC
>999 (>999, >999)
/ NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical
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Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
d aucoma
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Iritis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Mydri asi s
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Ccul ar
hyper aen a
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
RED 14SEP2020 01: 31

of 487

. 0001,

. 0001,

bt ai ned



Prot ocol : 207966 Page 432 of 487
Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pt erygi um
Any Event 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 1 1 (<19 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0
U cerative
keratitis
Any Event 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Gade 1 0 0 NC NC NC
Max G ade 2 1 (<1% 0 >999 (>999, >999) 0. 3058 (-10. 7225, >999 (>999, >999)
/ NC 11. 3341) / NC
/0. 957
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Vi sion blurred
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Vi treous
floaters
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
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Prot ocol : 207966
Popul ation: Safety

Page 434 of 487

Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass w w OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Renal and urinary
di sorders
Any Event 6 (2% 16 (5% 0. 3633 (0.1404, -3.0581 (-5.8118, 0. 3750 (0.1486
0. 9405) - 0. 3044) 0. 9463)
/0. 037 /0. 030 /0.038
Max Grade 1 4 (1% 12 (4% 0. 3251 (0.1037, -2.4465 (-4.8070, 0. 3333 (0.1086
1.0187) - 0. 0859) 1. 0228)
/0. 054 /0.042 /0. 055
Max G ade 2 2 (<1% 3 (<19 0. 6646 (0.1103, -0.3058 (-1.6407, 0. 6667 (0.1121
4.0038) 1. 0291) 3.9636)
/0. 656 /0. 653 /0. 656
Max G ade 3 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0. 999 />0.999
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event™

Note: OR = Odds Rati o;
fromgennod nodels (link = identity,
NC = Not Cal cul abl e.

esti mat es.
PPD

represents subjects with any AE reported.
RD = Risk Difference (in percentages);
logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistica
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Popul ation: Safety

System Organ
d ass W

Table 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

OR (95%C1)
/ p- val ue

RD (95%Cl)
/ p- val ue

Page 435 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

Preferred Term (N=327)
Dysuri a

Any Event 3 (<1%
Max G ade 1 2 (<19
Max G ade 2 1 (<1%
Max G ade 3 0
Max G ade 4 0
Max Grade 5 0

3 (<1%

3 (<19

[eo)eole]

1. 0000 (0. 2003,
4.9913)

/>0. 999

0. 6646 (0.1103,
4.0038)

/0. 656

>999 (>999, >999)
I NC

NC
NC

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

<0. 0001 (-1.4614,
1. 4614)

/>0. 999

-0.3058 (-1.6407,
1.0291)

/0.653

0. 3058 (-10. 7225,
11. 3341)

/0. 957

NC

NC

1.0000 (0. 2033,
4.9182)

/>0. 999

0. 6667 (0.1121,
3. 9636)

/0. 656

>999 (>999, >999)
I NC

NC
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Renal colic
Any Event 0 3 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max G ade 3 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Mcturition
ur gency
Any Event 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 2 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Noct uri a
Any Event 2 (<1% 0 >999 (>999, >999) NC >999 (>999, >999)
/ NC / NC
Max G ade 1 2 (<1% 0 >999 (>999, >999) NC >9099 (>999, >999)
/ NC / NC
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01

Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ

O ass and Preferred Term ( Mai nt enance Phase)

System Organ

- ATLAS-2M (Prior CAB + RPV of 0 Weks)

d ass @BW W OR (9591 ) RD (95%Cl ) RR (95%C )
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Pol I aki uri a
Any Event 1 (<1% 1 (<19 1. 0000 (0.0623, <0. 0001 (-0.8464, 1. 0000 (0.0628
16. 0556) 0. 8464) 15.9198)
/>0.999 />0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001
-) -)
/>0.999 />0.999
Max Grade 2 1 (<19 0 >999 (>999, >999) 0. 3058 (-10.7225, >999 (>999, >999)
/ NC 11.3341) / NC
/0. 957
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages);
fromgennod nodels (link = identity,

esti mat es.
PPD

logit or |og,

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.
NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistica
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Haemat uri a
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0
Leukocyturia
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 0 NC NC NC
Max G ade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max G ade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Mcturition
di sor der
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Nephrolithiasis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
- )
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass W Aw OR (95%1) RD (95%Cl) RR (95%Cl)
Preferred Term (N=327) (N=327) / p- val ue / p- val ue / p- val ue
Nephr opat hy
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O.
-) -)
/>0. 999 />0. 999
Max G ade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 2 0 0 NC NC NC
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0
Ureterolithiasis
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
-) -)
/>0. 999 />0. 999
Max G ade 1 0 0 NC NC NC
Max Grade 2 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<O
/>0.999 />0.999
Max Grade 3 0 0 NC NC NC
Max G ade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are o
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical
esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

Cl ass @swW Qaw OR (95%1) RD (95%Cl1) RR (195%C1)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Ur et hr al
di sorder
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max Grade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Popul ation: Safety
Tabl e 3.01
Anal ysis of Proportion of Subjects with Adverse Events by Mximum Toxicity Grade, System Organ
O ass and Preferred Term (Mai nt enance Phase) - ATLAS-2M (Prior CAB + RPV of 0 Weks)

System Organ

d ass @_wW AW OR (95%) RD (95%C) RR (95%Cl)
Preferred Term (N=327) (N=327) / p-val ue / p-val ue / p-val ue
Urinary tract
di sorder
Any Event 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
-) -)
/>0.999 />0.999
Max Grade 1 0 1 (<1% <0. 0001 (<0.0001, NC <0. 0001 (<0.0001,
/>0.999 />0.999
Max G ade 2 0 0 NC NC NC
Max G ade 3 0 0 NC NC NC
Max Grade 4 0 0 NC NC NC
Max Grade 5 0 0

Note: "Any Event" represents subjects with any AE reported.

Note: OR = Odds Ratio; RD = Risk Difference (in percentages); RR = Relative Risk. RD, OR and RR are obtai ned
fromgennod nodels (link = identity, logit or |og, respectively) with no covariate adjustnent.

NC = Not Cal cul able. Zero counts for AEs in either treatment group nmay lead to unreliable statistical

esti mat es.
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Prot ocol : 207966
Popul ati on:

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

Saf ety

Tabl e 3.01

OR (95%C1)
/ p- val ue

0. 6583 (0. 2655,
1. 6322)

/0.367

0. 7950 (0.3097,
2. 0404)

/0.633

<0. 0001 (<0.0001

-)
/>0. 999
<0. 0001 (<0.0001,

-)
/>0. 999
NC

d ass w w
Preferred Term (N=327) (N=327)
Ear and | abyrinth
di sorders
Any Event 8 (2% 12 (4%
Max Grade 1 8 (2% 10 (3%
Max G ade 2 0 1 (<1%
Max Grade 3 0 1 (<1%
Max G ade 4 0 0
Max G ade 5 0 0
Note: "Any Event" represents subjects with any AE reported.
Note: OR = (Odds Rati o;

from gennod nodels (link =

NC = Not Cal cul abl e.

esti mat es.
PPD

identity,

RD = Risk Difference (in percentages);

logit or |og,

RD (95%Cl)
/ p- val ue

-1.2232 (-3.8608,
1. 4143)

/0.363

-0.6116 (-3.1189,
1. 8956)

/0.633

NC

NC
NC

Page 444 of 487

System Or gan
- ATLAS-2M (Prior CAB + RPV of 0 Weks)

RR (95%Cl)
/ p- val ue

0.6667 (0.2761,
1. 6095)

/0. 367

0. 8000 (0. 3198,
2.0014)

/0.633

<0. 0001 (<0.0001,

-)
/>0. 999
<0. 0001 (<0.0001,

-)
/>0. 999
NC

RR = Relative Risk. RD, OR and RR are obtained

respectively) with no covariate adjustnment.

Zero counts for AEs in either treatnent group may lead to unreliable statistical

14SEP2020 01: 31



Prot ocol : 207966
Popul ation: Safety

Anal ysis of Proportion of Subjects with Adverse Events by Maxi num Toxicity G ade,
O ass and Preferred Term ( Mai nt enance Phase)

System Organ

d ass W w OR (95%1)
Preferred Term (N=327) (N=327) / p- val ue
Ti nni tus
Any Event 2 (<1% 3 (<19 0. 664