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Anhang 4-G 2: Endpunkte Morbiditat und Lebensqualitdt gemall EORTCQLQ-C30: Zusatzanalyse

Deskription der einzelnen Skaldes EORTQQLC-C30sowie deren Verdnderung gegeniber Baseline im Studienverlauf
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Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 1 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
GLOBALHEALTHSTATUS
BASELI NE
N 52 81
ME AN 66.03 63.68
SD 24.357 22.099
MEDI AN 66.67 66.67
Q1, Q3 50.00, 83.33 50.00, 83.33
M1 N MAX 0. 0100.0 0. 0 100.0
CYCLE 2
N 46 73
ME AN 62.50 70.32
SD 21.855 18.373
MEDI AN 62.50 66.67
Q1, Q3 50.00, 83.33 66.67, 83.33
M1 N MAX 0. 0100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE 2
N 45 72
ME AN -5.00 6. 02
SD 25.893 23.745
MEDI AN 0.00 0.00
Q1, Q3 -16. 6B, 33 -8.33, 16.67
M1 N MAX -83.383. 3 -50.083. 3

DCOdate: 150C-R02B DBLdate: 15DEQ023

EORTCQL- @3 0= Eur opebamgani s afori ®kesearch and Treatment of Can c oL

Quest i on+Ceoirrae,

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Protocol: TPX00061 Page 2 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 3
N 40 58
ME AN 65.63 69.25
SD 19.170 22.739
MEDI AN 66.67 75.00
Q1, Q3 50.00, 83.33 66.67, 83.33
MI N MAX 250, 91.7 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE3
N 39 57
ME AN -214 3.36
SD 22.190 28.254
MEDI AN 0.00 0.00
Q1, Q3 -16. 68, 33 -8.33, 16.67
MI N MAX -50. 083. 3 -75.083. 3
CYCLE 4
N 39 53
ME AN 66.03 72.17
SD 19.719 17.058
MEDI AN 75.00 66.67
Q1, Q3 50.00, 83.33 58.33, 83.33
M1 N MAX 167, 91. 7 33.3, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 3 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 4

N 38 52

ME AN -241 7.53

SD 27.187 23.411
MEDI AN -8.33 0.00

Q1, Q3 -16. 6B, 33 -8.33, 16.67
M1 N MAX -41.783. 3 -41.783. 3
CYCLES5

N 39 44

ME AN 65.60 74.24

SD 18.255 16.842
MEDI AN 66.67 79.17

Q1, Q3 50.00, 83.33 66.67, 83.33
M1 N MAX 16.7, 100.0 25.0, 100.0
CHANGEF R O BASELINE AT CYCLES

N 38 43

ME AN -3.73 8. 14

SD 28.389 24.498
MEDI AN -8.33 8.33

Q1, Q3 -16. 6B, 33 0.00, 16.67
M1 N MAX -50. 083. 3 -58.333. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 4 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE6
N 36 38
ME AN 66.67 73.68
SD 21.082 18.434
MEDI AN 66.67 79.17
Q1, Q3 50.00, 83.33 66.67, 83.33
MI N MAX 16.7, 100.0 33.3, 100.0
CHANGEF R O BASELINE AT CYCLE6
N 35 38
ME AN -2.86 6.80
SD 26.425 22.994
MEDI AN 0.00 0.00
Q1, Q3 -16. 68, 33 -8.33, 16.67
MI N MAX -50. 0100.0 -33.375.0
CYCLE7
N 35 38
ME AN 67.62 74.34
SD 18.827 19.412
MEDI AN 66.67 83.33
Q1, Q3 50.00, 83.33 66.67, 83.33
M1 N MAX 33.3, 100.0 25.0, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

Repotrectinib (AUGTYRY®)

Seitel1von 493

09:



Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 5 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7
N 34 38
ME AN -0.49 7.46
SD 24.355 22.410
MEDI AN 0.00 0.00
Q1, Q3 -16. 6 16.67 -8.33, 25.00
M1 N MAX -50. 083. 3 -25.075.0
CYCLE8
N 34 38
ME AN 66.18 72.15
SD 19.671 18.510
MEDI AN 66.67 75.00
Q1, Q3 58.33, 83.33 66.67, 83.33
M1 N MAX 16.7, 100.0 25.0, 100.0
CHANGEF R O BASELINE AT CYCLES8
N 33 38
ME AN -1.52 3.29
SD 26.307 21.880
MEDI AN 0.00 0.00
Q1, Q3 -16. 6B, 33 -8.33, 16.67
M1 N MAX -41.783. 3 -41.77,5. 0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite12von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 6 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE9

N 32 32

ME AN 66.93 70.57

SD 17.388 20.411
MEDI AN 66.67 70.83

Q1, Q3 50.00, 83.33 66.67, 83.33
MI N MAX 333, 100.0 25.0, 100.0
CHANGEF R O BASELINE AT CYCLE9

N 31 32

ME AN -0.27 3.39

SD 27.427 21.467
MEDI AN -8.33 0.00

Q1, Q3 -16. 6B, 33 -12. 50667
MI N MAX -41.783. 3 -33.375.0
CYCLE 10

N 31 30

ME AN 66.40 70.56

SD 19.660 17.055
MEDI AN 66.67 66.67

Q1, Q3 50.00, 83.33 66.67, 83.33
MI N MAX 16.7, 100.0 333, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 7 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10
N 30 30
ME AN -0.83 4. 44
SD 29.308 21.855
MEDI AN -8.33 0.00
Q1, Q3 -16. 68, 33 -16. 6 16.67
M1 N MAX -41.783. 3 -33.375.0
CYCLE 11
N 30 27
ME AN 64.17 7191
SD 22.334 18.655
MEDI AN 66.67 75.00
Q1, Q3 50.00, 83.33 66.67, 83.33
M1 N MAX 16.7, 100.0 33.3, 100.0
CHANGEF R O BASELINE AT CYCLE 11
N 29 27
ME AN -2.30 3.70
SD 25.578 23.721
MEDI AN 0.00 0.00
Q1, Q3 -16. 6B, 33 -8.33, 16.67
M1 N MAX -41.783. 3 -33.375.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite14von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 8 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 12

N 27 23

ME AN 69.14 74.64

SD 19.450 17.313
MEDI AN 66.67 75.00

Q1, Q3 58.33, 83.33 66.67, 83.33
MI N MAX 16.7, 100.0 333, 100.0
CHANGEF R O BASELINE AT CYCLE 12

N 26 23

ME AN 0.96 6.88

SD 24.304 22.981
MEDI AN 0.00 0.00
Q1, Q3 -16. 6 16.67 -8.33, 16.67
MI N MAX -50. 083. 3 -33.375.0
CYCLE 13

N 28 21

ME AN 66.37 68.65

SD 18.493 27.247
MEDI AN 66.67 66.67

Q1, Q3 50.00, 83.33 66.67, 83.33
MI N MAX 25.0, 100.0 0. 0 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 9 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 13

N 27 21

ME AN -1.85 2.38

SD 23.495 28.031

MEDI AN -8.33 0.00

Q1, Q3 -16. 6 16.67 -16. 6 1667
MI N MAX -33.350.0 -50.075.0
CYCLE 14

N 21 13

ME AN 65.08 67.95

SD 19.476 23.035

MEDI AN 66.67 66.67

Q1, Q3 50.00, 83.33 58.33, 83.33
MI N MAX 250, 83. 3 16.7, 100.0
CHANGEF R O BASELINE AT CYCLE 14

N 20 13

ME AN 1.67 7.609

SD 27.118 27.735

MEDI AN 0.00 0.00

Q1, Q3 -12. 50250 -16. 6 1667
MI N MAX -41.783. 3 -16.77,5. 0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 10 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 15
N 28 16
ME AN 66.07 74.48
SD 20.403 19.830
MEDI AN 66.67 79.17
Q1, Q3 50.00, 83.33 66.67, 83.33
MI N MAX 16.7, 100.0 25.0, 100.0
CHANGEF R O BASELINE AT CYCLE 15
N 27 16
ME AN -1.23 7.29
SD 25.810 25.797
MEDI AN -8.33 0.00
Q1, Q3 -16. 6 16.67 12. 5 @500
MI N MAX -33.383. 3 25.058. 3
CYCLE 16
N 21 13
ME AN 62.30 70.51
SD 22.457 24.677
MEDI AN 66.67 83.33
Q1, Q3 50.00, 83.33 58.33, 83.33
MI N MAX 16.7, 100.0 25.0, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 11 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16

N 21 13

ME AN -3.97 8.33

SD 17.404 29.853

MEDI AN 0.00 0.00

Q1, Q3 -16.68, 33 -16. 6 B3.33
MI N MAX -33.31,6.7 -25.075.0
CYCLE 17

N 24 13

ME AN 64.24 73.08

SD 18.952 21.288

MEDI AN 66.67 75.00

Q1, Q3 5417, 79.17 58.33, 83.33
MI N MAX 25.0, 100.0 333, 100.0
CHANGEF R O BASELINE AT CYCLE 17

N 23 13

ME AN -1.09 3.85

SD 16.724 21.947

MEDI AN 0.00 0.00

Q1, Q3 -16. 6B, 33 -16. 6B, 33
MI N MAX -25.033. 3 -16.758. 3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 12 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 18

N 11 8

ME AN 64.39 73.96

SD 19.036 23.332
MEDI AN 66.67 79.17

Q1, Q3 50.00, 83.33 58.33, 91.67
MI N MAX 333, 91.7 333, 100.0
CHANGEF R O BASELINE AT CYCLE 18

N 11 8

ME AN 6.82 17.71

SD 27.085 29.017
MEDI AN 8.33 16.67

Q1, Q3 -25. 0 33.33 -4.17, 2917
MI N MAX -25.050. 0 -16.77,5. 0
CYCLE 19

N 21 12

ME AN 69.84 77.78

SD 15.018 20.205
MEDI AN 66.67 83.33

Q1, Q3 66.67, 83.33 66.67, 95.83
MI N MAX 333, 100.0 333, 100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 13 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19
N 21 12
ME AN 1.59 10.42
SD 18.185 25.157
MEDI AN 0.00 0.00
Q1, Q3 -833, 8. 33 0.00, 20.83
M1 N MAX -25.050. 0 -16. 775. 0
CYCLE 20
N 10 5
ME AN 61.67 55.00
SD 15.811 21.731
MEDI AN 66.67 58.33
Q1, Q3 50.00, 66.67 33.33, 66.67
M1 N MAX 333, 83. 3 333, 83.3
CHANGEF R O BASELINE AT CYCLE 20
N 10 5
ME AN 5.83 5.00
SD 34.483 30.391
MEDI AN 0.00 -8.33
Q1, Q3 -16. 6 16.67 -833, 0.00
M1 N MAX -33.383. 3 -16. 758. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 14 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 21
N 13 7
ME AN 66.03 75.00
SD 20.543 12.729
MEDI AN 66.67 83.33
Q1, Q3 66.67, 83.33 66.67, 83.33
M1 N MAX 25.0, 100.0 50.0, 83. 3
CHANGEF R OBASELINE AT CYCLE 21
N 13 7
ME AN 0.64 8. 33
SD 19.680 32.275
MEDI AN 0.00 -8.33
Q1, Q3 -16. 68, 33 -8.33, 25.00
M1 N MAX -33.333. 3 -16.775. 0
CYCLE 22
N 18 7
ME AN 67.13 72.62
SD 18.628 12.467
MEDI AN 66.67 75.00
Q1, Q3 50.00, 83.33 66.67, 83.33
M1 N MAX 25.0, 100.0 50.0, 83. 3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 15 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22
N 18 7
ME AN -2.31 10.71
SD 21.352 33.580
MEDI AN -4.17 -8.33
Q1, Q3 -16. 6B, 33 -16. 6 25.00
M1 N MAX -33.341.7 -16.775. 0
CYCLE 23
N 7 4
ME AN 59.52 72.92
SD 13.113 12.500
MEDI AN 50.00 75.00
Q1, Q3 50.00, 66.67 62.50, 83.33
MI N MAX 500, 83. 3 583, 83. 3
CHANGEF R O BASELINE AT CYCLE 23
N 7 4
ME AN -4.76 20.83
SD 19.159 39.965
MEDI AN -8.33 12.50
Q1, Q3 -16. 6 16.67 -8.33, 50.00
MI N MAX -33.3L,6. 7 -16.775. 0
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 16 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 24
N 11 4
ME AN 67.42 60.42
SD 16.855 12.500
MEDI AN 66.67 58.33
Q1, Q3 50.00, 83.33 50.00, 70.83
MI N MAX 417, 100.0 500, 75. 0
CHANGEF R O BASELINE AT CYCLE 24
N 11 4
ME AN -5.30 10.42
SD 12.513 38.112
MEDI AN -8.33 -4.17
Q1, Q3 -16. 68, 33 -12. 5®3.33
MI N MAX -16. 71,6. 7 -16. 766. 7
CYCLE 25
N 12 4
ME AN 70.83 70.83
SD 17.944 15.957
MEDI AN 75.00 75.00
Q1, Q3 5417, 83.33 58.33, 83.33
M1 N MAX 41.7, 100.0 500, 83. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
17JUL2024:09: 53:

Program Name: r tsypr oql gqteb3r02365. sas

Repotrectinib (AUGTYRY®)

Seite23von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 17 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25
N 12 4
ME AN -5.56 10.42
SD 14.361 43.234
MEDI AN -8.33 -8.33
Q1, Q3 -16.6%4,. 17 -12. 5@3.33
M1 N MAX -25.04,6. 7 -16.775. 0
CYCLE 26
N 4 2
ME AN 47.92 66.67
SD 4,167 23.570
MEDI AN 50.00 66.67
Q1, Q3 45.83, 50.00 50.00, 83.33
M1 N MAX 417, 50. 0 50.0, 83. 3
CHANGEF R O BASELINE AT CYCLE 26
N 4 2
ME AN -12.50 33.33
SD 17.34 58.926
MEDI AN -12.50 33.33
Q1, Q3 -25. 00, 00 -8.33, 75.00
MI N MAX -33. 383 -83, 75.0
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 18 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82

CYCLE 27

N 6 4

ME AN 63.89 62.50

SD 24533 15.957

MEDI AN 58.33 58.33

Q1, Q3 50.00, 83.33 50.00, 75.00
MI N MAX 333, 100.0 500, 83. 3
CHANGEF R O BASELINE AT CYCLE 27

N 6 4

ME AN -8.33 12.50

SD 10.541 42219

MEDI AN -12.50 -4.17

Q1, Q3 -16.6D, 00 -12. 5@7.50
MI N MAX -16. 783 -16.77,5. 0
CYCLE 28

N 9 4

ME AN 62.96 70.83

SD 21.291 15.957

MEDI AN 66.67 75.00

Q1, Q3 50.00, 75.00 58.33, 83.33
MI N MAX 333, 100.0 500, 83. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

P

age 19 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28
N 9 4
ME AN -12.96 0.00
SD 15.087 11.785
MEDI AN -16. 67 -4.17
Q1, Q3 -16. 6 78.33 -833, 8. 33
M1 N MAX -33. 383 -83, 16.7
CYCLE 29
N 5 2
ME AN 56.67 66.67
SD 9.129 0.000
MEDI AN 50.00 66.67
Q1, Q3 50.00, 66.67 66.67, 66.67
M1 N MAX 500, 66. 7 66.7, 66. 7
CHANGEF R O BASELINE AT CYCLE 29
N 5 2
ME AN -5.00 33.33
SD 13.944 35.355
MEDI AN -8.33 33.33
Q1, Q3 -16. 6D, 00 8.33, 58.33
M1 N MAX -16. 71,6. 7 8.358.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 20 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 30
N 2 3
ME AN 45.83 50.00
SD 5.893 8.333
MEDI AN 45.83 50.00
Q1, Q3 41.67, 50.00 41.67, 58.33
M1 N MAX 417, 50. 0 417, 58. 3
CHANGEF R O BASELINE AT CYCLE 30
N 2 3
ME AN 0.00 11.11
SD 11.785 34.694
MEDI AN 0.00 0.00
Q1, Q3 -833, 8.33 16 . 6 BQ.00
M1 N MAX -83, 83 16. 750. 0
CYCLE 31
N 7 2
ME AN 58.33 58.33
SD 14.434 11.785
MEDI AN 50.00 58.33
Q1, Q3 50.00, 66.67 50.00, 66.67
M1 N MAX 417, 83. 3 500, 66. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 21 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 31

N 7 2

ME AN -14.29 4.17

SD 12.467 17.678

MEDI AN -16.67 4.17
Q1, Q3 -16. 67833 -8.33, 16.67
MI N MAX -33. 383 -83, 16.7
CYCLE 32

N 3 1

ME AN 47.22 50.00

SD 4811 N. A.
MEDI AN 50.00 50.00

Q1, Q3 41.67, 50.00 50.00, 50.00
MI N MAX 417, 50.0 500, 50.0
CHANGEF R O BASELINE AT CYCLE 32

N 3 1

ME AN -11.11 -8.33

SD 29.266 N. A.
MEDI AN -8.33 -8.33

Q1, Q3 -41. 61667 -8.33, -8.33
MI N MAX -41.716. 7 -83, -8.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081 Page 22 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 33
N 1 2
ME AN 50.00 41.67
SD N. A. 11.785
MEDI AN 50.00 41.67
Q1, Q3 50.00, 50.00 33.33, 50.00
M1 N MAX 500, 50.0 333, 50.0
CHANGEF R O BASELINE AT CYCLE 33
N 1 2
ME AN -16.67 12.50
SD N. A. 5.89
MEDI AN -16.67 12.50
Q1, Q3 -16.6716.67 16. 6 78.33
M1 N MAX -16. 7-16.7 16.7-8.3
CYCLE 34
N 5 1
ME AN 66.67 66.67
SD 13.176 N. A.
MEDI AN 66.67 66.67
Q1, Q3 58.33, 75.00 66.67, 66.67
M1 N MAX 500, 83. 3 66.7, 66 . 7
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i e nftrso Phase

2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 23 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 34
N 5 1
ME AN -10.00 16.67
SD 16.02 N. A.
MEDI AN -16.67 16.67
Q1, Q3 -16. 6 78.33 16.67, 16.67
M1 N MAX -25.04,6. 7 16.7, 16. 7
CYCLE 36
N 1 0
ME AN 50.00
SD N. A.
MEDI AN 50.00
Q1, Q3 50.00, 50.00
MI N MAX 500, 50.0
CHANGEF R O BASELINE AT CYCLE 36
N 1 0
ME AN -16.67
SD N. A.
MEDI AN -16. 67
Q1, Q3 -16.6716.67
MI N MAX -16. 7-16.7
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 24 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3

ME AN 61.11

SD 9.623

MEDI AN 66.67

Q1, Q3 50.00, 66.67
MI N MAX 500, 66. 7
CHANGEF R O BASELINE AT CYCLE 37

N 3

ME AN -11.11

SD 9.623

MEDI AN -16. 67

Q1, Q3 -16.6D, 00
MI N MAX -16. 70,0
CYCLE 38

N 1

ME AN 50.00

SD N. A.
MEDI AN 50.00

Q1, Q3 50.00, 50.00
MI N MAX 500, 50.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)

Seite31von 493

51



Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 25 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82

CHANGEF R O BASELINE AT CYCLE 38
N

ME AN -1
SD

MEDI AN -
Q1, Q3 -
M1 N MAX -

~

~N~

. 67

[ENINYIN
conZoat
~oo>o
=

o

~No

CYCLE 40

N 1 0
ME AN 50.00

SD N. A.

MEDI AN 50.00

Q1, Q3 50.00, 50.00

MI N MAX 500, 50.0

CHANGEF R O BASELINE AT CYCLE 40

N

ME AN -1
SD

MEDI AN -1
Q1, Q3 -1
MI N MAX -1

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 26 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 41
N 1
ME AN 33.33
SD N. A.
MEDI AN 33.33
Q1, Q3 33.33, 33.33
MI N MAX 333, 33.3
CHANGEF R O BASELINE AT CYCLE 41
N 1
ME AN -33.33
SD N. A.
MEDI AN -33.33
Q1, Q3 -33.3333.33
MI N MAX -33. 3-333
CYCLE 43
N 1
ME AN 50.00
SD N. A.
MEDI AN 50.00
Q1, Q3 50.00, 50.00
M1 N MAX 500, 50.0
DCOdate: 150C-2 0238 DBL date: 15DE-2 023
EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c oL
Quest i on+Caoirrae,
QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 27 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43
N 1 0
MEAN -16.67
SD N. A.
MEDI| AN -16.67
Q1, Q3 -16.6716.67
MI N MAX -16. 7-16.7
END OF TREATMENT
N 14 22
ME AN 51.79 57.58
SD 16.072 25.834
MEDI AN 50.00 66.67
Q1, Q3 41.67, 5833 50.00, 66.67
MI N MAX 250, 83. 3 0. 0 100.0
CHANGEF R O BASELINE AT END OF TREATMENT
N 14 22
MEAN -10.12 -11.36
SD 28.528 20.501
MEDI AN -16.67 -8.33
Q1, Q3 -25.0®, 33 -25.0@,. 00
MI N MAX -50. 058. 3 -66. 71,6. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 28 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
PHYSI GAINCTI ONI NG
BASELI NE
N 52 81
ME AN 81.92 78.02
SD 20.123 24.231
MEDI AN 86.67 86.67
Q1, Q3 7333, 100.00 66.67, 100. 00
M1 N MAX 6 . 7 100.0 13.3, 100.0
CYCLE 2
N 46 74
ME AN 80.14 81.62
SD 18.243 21.335
MEDI AN 80.00 86.67
Q1, Q3 66.67, 93.33 7333, 100.00
M1 N MAX 26.7, 100.0 6. 7 100.0
CHANGEF R O BASELINE AT CYCLE 2
N 45 73
ME AN -1.63 2.56
SD 16.585 22.761
MEDI AN 0.00 0.00
Q1, Q3 -6.67, 6.67 -6.67, 13.33
M1 N MAX -33.360.0 -80. 066. 7
DCOdate: 150C-R02B DBLdate: 15DEQ023

EORTCQL-@ 3 0= Eur o p edaganisation for Research
Questionnaire - Core 30;

and Treatment of Canc QoL

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 29 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 3

N 41 58

ME AN 81.63 80.63

SD 16.383 21.371

MEDI AN 86.67 86.67

Q1, Q3 7333, 100.00 7333, 100.00
MI N MAX 46.7, 100.0 6. 7 100.0
CHANGEF R O BASELINE AT CYCLE 3

N 40 57

ME AN -2.00 0.64

SD 17.684 20.504

MEDI AN 0.00 0.00

Q1, Q3 -13.38%, 67 -667, 6.67
MI N MAX -40.046. 7 -60.073. 3
CYCLE 4

N 39 53

ME AN 79.06 84.40

SD 17.753 17.538

MEDI AN 83.33 86.67

Q1, Q3 66.67, 93.33 80.00, 100. 00
MI N MAX 20.0, 100.0 26.7, 100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 30 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 4
N 38 52
ME AN -4.12 3.85
SD 22.157 22.418
MEDI AN 0.00 0.00
Q1, Q3 -13.3%,.67 -6.67, 16.67
M1 N MAX -60. 073. 3 -46.773.3
CYCLES5
N 39 45
ME AN 80.34 83.11
SD 20.055 20.479
MEDI AN 86.67 86.67
Q1, Q3 73.33, 93.33 7333, 100.00
M1 N MAX 13.3, 100.0 20.0, 100.0
CHANGEF R O BASELINE AT CYCLES
N 38 44
ME AN -3.16 5.30
SD 23.391 22.068
MEDI AN -3.33 0.00
Q1, Q3 -13.33®, 00 -667, 6.67
M1 N MAX -66.773.3 -40.073.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qu al i df yLife;
portiante tri al
Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 31 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE®6
N 37 38
MEAN 79.82 84.39
SD 18.953 18.553
MEDI AN 86.67 86.67
Q1, Q3 6667, 100. 00 8000, 100.00
MI N MAX 26.7, 100.0 26.7, 100.0
CHANGEF R O BASELINE AT CYCLEG6
N 36 38
MEAN -3.70 2.46
SD 21.407 19.753
MEDI AN 0.00 0.00
Q1, Q3 -13.33®,.00 -6.67, 13.33
MI N MAX -53.373.3 -40.053. 3
CYCLE7
N 35 38
MEAN 81.71 85.79
SD 18.880 18.931
MEDI AN 86.67 93.33
Q1, Q3 66.67, 100. 00 80.00, 100.00
MI N MAX 20.0, 100.0 33.3, 100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 32 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7
N 34 38
ME AN -1.76 3.86
SD 16.273 22.009
MEDI AN 0.00 0.00
Q1, Q3 -6.67, 6. 67 -6.67, 13.33
M1 N MAX -46.733. 3 -46.753. 3
CYCLES8
N 34 38
ME AN 81.57 85.44
SD 18.058 18.526
MEDI AN 86.67 93.33
Q1, Q3 7333, 100.00 80.00, 100. 00
MI N MAX 33.3, 100.0 20.0, 100.0
CHANGEF R OBASELINE AT CYCLES8
N 33 38
ME AN -1.41 1.75
SD 21.328 21.571
MEDI AN - 6.67 0.00
Q1, Q3 -13.3%, 67 -13. 33333
MI N MAX -40. 066 . 7 -40. 066. 7
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL«Z 3 0= Eur o p eCaganisation for
Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al
Program Path:

Research and Treatment

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i e nftrso Phase

2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024: 09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 33 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE9

N 32 32

ME AN 81.67 81.67

SD 16.763 22.337

MEDI AN 83.33 86.67

Q1, Q3 7333, 100. 7667, 100.00
MI N MAX 333, 100.0 20.0, 100.0
CHANGEF R O BASELINE AT CYCLE9

N 31 32

ME AN -0.86 -0.42

SD 21.482 18.927

MEDI AN 0.00 0.00

Q1, Q3 -13.38%, 67 -667, 6.67
MI N MAX -60. 066. 7 -40.060.0
CYCLE 10

N 31 30

ME AN 81.72 81.56

SD 18.214 21.774

MEDI AN 86.67 86.67

Q1, Q3 6667, 100. 7333, 100. 00
MI N MAX 400, 100.0 26.7, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 34 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10

N 30 30

ME AN -0.22 0.89

SD 17.981 22742

MEDI AN 0.00 0.00

Q1, Q3 -13.33, 67 -667, 6. 67
MI N MAX -53.346. 7 -53.366. 7
CYCLE 11

N 30 27

ME AN 80.22 83.46

SD 19.455 21.433

MEDI AN 83.33 86.67

Q1, Q3 6667, 100. 80.00, 100. 00
MI N MAX 333, 100.0 13.3, 100.0
CHANGEF R O BASELINE AT CYCLE 11

N 29 27

ME AN -1.61 0.25

SD 16.199 23.423

MEDI AN 0.00 0.00

Q1, Q3 -13.38%, 67 -6.67, 13.33
MI N MAX -33.333. 3 -66.753. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 35 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 12

N 27 23

ME AN 80.99 83.48

SD 18.738 21.165

MEDI AN 86.67 86.67

Q1, Q3 66.67, 100.00 80.00, 100. 00
MI N MAX 46.7, 100.0 26.7, 100.0
CHANGEF R O BASELINE AT CYCLE 12

N 26 23

ME AN -2.31 -0.29

SD 16.647 21.879

MEDI AN 0.00 0.00

Q1, Q3 -667, 6.67 -667, 6.67

MI N MAX -40.033. 3 -53.346. 7
CYCLE 13

N 28 21

ME AN 81.90 80.00

SD 18.402 25.122

MEDI AN 90.00 86.67

Q1, Q3 6667, 100.00 80.00, 100. 00
MI N MAX 467, 100.0 20.0, 100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 36 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 13
N 27 21
ME AN -1.98 -1.90
SD 16.100 27.010
MEDI AN 0.00 0.00
Q1, Q3 -13.3%, 67 -13.3%, 67
M1 N MAX -33.333. 3 -53.353. 3
CYCLE 14
N 21 13
ME AN 79.68 84.10
SD 17.059 22.033
MEDI AN 80.00 93.33
Q1, Q3 66.67, 93.33 80.00, 100. 00
MI N MAX 40.0, 100.0 20.0, 100.0
CHANGEF R O BASELINE AT CYCLE 14
N 20 13
ME AN -6.33 4.10
SD 21.464 31.802
MEDI AN - 6.67 0.00
Q1, Q3 -16.6D, 00 -13. 33333
M1 N MAX -46.740. 0 -53.366. 7
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;
QoL = Qu al i df yLife;
portiante tri al
Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 37 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 15

N 28 16

ME AN 80.24 85.83

SD 18.278 16.307

MEDI AN 86.67 86.67

Q1, Q3 66.67, 96.67 80.00, 96.67
MI N MAX 400, 100.0 333, 100.0
CHANGEF R O BASELINE AT CYCLE 15

N 27 16

ME AN -2.72 3.75

SD 16.040 24702

MEDI AN -6.67 0.00

Q1, Q3 -13.38%, 67 -10. 0 6.67
MI N MAX -33.326.7 -46.753. 3
CYCLE 16

N 21 13

ME AN 79.68 89.23

SD 17.189 15.285

MEDI AN 86.67 93.33

Q1, Q3 6667, 100. 80.00, 100. 00
MI N MAX 53.3, 100.0 46.7, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 38 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16

N 21 13

ME AN -5.08 9.23

SD 16.853 26.741

MEDI AN -6.67 0.00

Q1, Q3 -13.38%, 67 -6.67, 26.67
MI N MAX -33.326.7 -33.353. 3
CYCLE 17

N 24 13

ME AN 77.78 82.05

SD 18.407 19.699

MEDI AN 80.00 86.67

Q1, Q3 63.33, 93.33 7333, 100.00
MI N MAX 46.7, 100.0 333, 100.0
CHANGEF R O BASELINE AT CYCLE 17

N 23 13

ME AN -4.64 -1.54

SD 15.100 23.906

MEDI AN -6.67 0.00

Q1, Q3 -13.33, 00 -13.33, 00
MI N MAX -33.326.7 -46.753. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 39 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 18
N 11 8
ME AN 80.00 86.67
SD 18.379 18.516
MEDI AN 73.33 93.33
Q1, Q3 66.67, 100. 80.00, 100.00
MI N MAX 46.7, 100.0 46.7, 100.0
CHANGEF R O BASELINE AT CYCLE 18
N 11 8
ME AN -0.61 12.50
SD 15.622 28.158
MEDI AN 0.00 3.33
Q1, Q3 -20. 06, 67 10. 0 @Q.00
MI N MAX -20.026. 7 20.053. 3
CYCLE 19
N 21 12
ME AN 80.00 85.56
SD 19.090 19.245
MEDI AN 86.67 93.33
Q1, Q3 66.67, 100. 7667, 100.00
M1 N MAX 40.0, 100.0 33.3, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL- @3 0= Eur opebamgani s afori ®kesearch and Treatment of Can c oL

Quest i on+Caoirrae,
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 40 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19
N 21 12
MEAN -3.49 3.833
SD 15.580 27.780
MEDI AN 0.00 0.00
Q1, Q3 -13.38®,.00 -10. 0@6.67
MI N MAX -46.720. 0 -46.753. 3
CYCLE 20
N 10 5
MEAN 74.67 73.33
SD 15.963 26.667
MEDI AN 73.33 86.67
Q1, Q3 66.67, 86.67 60.00, 86.67
MI N MAX 46.7, 100.0 33.3, 100.0
CHANGEF R O BASELINE AT CYCLE 20
N 10 5
MEAN -4.00 1.33
SD 16.982 30.332
MEDI AN -6.67 0.00
Q1, Q3 -20. 0@, 00 0.00, 20.00
MI N MAX -20. 033. 3 -46. 733. 3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 41 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 21
N 13 8
ME AN 80.00 88.54
SD 18.257 10.213
MEDI AN 86.67 86.67
Q1, Q3 6667, 100. 00 80.00, 100. 00
M1 N MAX 46.7, 100.0 75.0, 100.0
CHANGEF R OBASELINE AT CYCLE 21
N 13 8
ME AN -2.05 4. 38
SD 12.586 19.699
MEDI AN 0.00 0.00
Q1, Q3 -667, 0.00 -6.67, 6. 67
M1 N MAX -26.720. 0 -13.348. 3
CYCLE 22
N 18 7
ME AN 83.70 85.71
SD 15.033 8.968
MEDI AN 86.67 86.67
Q1, Q3 73.33, 93.33 80.00, 93.33
M1 N MAX 46.7, 100.0 73.3, 100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 42 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22
N 18 7
ME AN 0.37 5.71
SD 13.426 20.522
MEDI AN 0.00 0.00
Q1, Q3 -6.67, 6. 67 -13. 33333
M1 N MAX -20.033. 3 -13.346.7
CYCLE 23
N 7 4
ME AN 68.57 90.00
SD 13.724 8.607
MEDI AN 73.33 90.00
Q1, Q3 60.00, 80.00 83.33, 96.67
M1 N MAX 46.7, 86 . 7 80.0, 100.0
CHANGEF R O BASELINE AT CYCLE 23
N 7 4
ME AN - 6.67 20.00
SD 13.878 25.531
MEDI AN -6.67 13.33
Q1, Q3 -13.3%, 67 0.00, 40.00
MI N MAX -33. 367 0.053.3
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 43 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 24
N 11 4
MEAN 80.00 61.67
SD 18.856 41.231
MEDI AN 86.67 80.00
Q1, Q3 6667, 100. 00 40.00, 83.33
MI N MAX 40.0, 100.0 0.086.7
CHANGEF R OBASELINE AT CYCLE 24
N 11 4
MEAN -5.45 -15.00
SD 11.858 63.333
MEDI AN -6.67 -6.67
Q1, Q3 -13.33®,.00 -53. 32333
MI N MAX -20.01,3. 3 -100. 3. 3
CYCLE 25
N 12 4
MEAN 85.56 78.33
SD 19.034 3.333
MEDI AN 93.33 80.00
Q1, Q3 76.67, 100. 00 76.67, 80.00
MI N MAX 46.7, 100.0 733, 80.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 44 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25
N 12 4
ME AN -3.89 5.00
SD 10.429 32.375
MEDI AN 0.00 -10. 00
Q1, Q3 -10. 0@, 0O -13. 32333
M1 N MAX -26. 71,3. 3 -13.353. 3
CYCLE 26
N 4 2
ME AN 66.67 86.67
SD 9.428 0.000
MEDI AN 70.00 86.67
Q1, Q3 60.00, 73.33 86.67, 86.67
M1 N MAX 533, 73. 3 86.7, 86. 7
CHANGEF R O BASELINE AT CYCLE 26
N 4 2
ME AN -10. 30.00
SD 17.63 42.426
MEDI AN -13. 33 30.00
Q1, Q3 -23.33,. 33 0.00, 60.00
M1 N MAX -26.71,3. 3 0.060.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 45 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 27
N 6 4
ME AN 77.78 81.67
SD 23.727 3.333
MEDI AN 83.33 80.00
Q1, Q3 5333, 100.00 80.00, 83.33
MI N MAX 46.7, 100.0 800, 86. 7
CHANGEF R O BASELINE AT CYCLE 27
N 6 4
ME AN -7.78 5.00
SD 16.555 32.375
MEDI AN -3.33 -10. 00
Q1, Q3 -20. 0@, 0O -13. 32333
MI N MAX -33.31,3.3 -13.353.3
CYCLE 28
N 9 4
ME AN 80.00 78.75
SD 20.000 5.990
MEDI AN 80.00 77.50
Q1, Q3 60.00, 100. 00 74.17, 83.33
M1 N MAX 53.3, 100.0 733, 86. 7
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 46 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28
N 9 4
ME AN -7.41 -12.92
SD 14.699 0.83
MEDI AN 0.00 -13.33
Q1, Q3 -13.3%,.00 -13.3312.50
M1 N MAX -33.3,3. 3 -13. 3-117
CYCLE 29
N 5 2
ME AN 69.33 76.67
SD 10.111 4.714
MEDI AN 73.33 76.67
Q1, Q3 66.67, 73.33 73.33, 80.00
MI N MAX 533, 80.0 733, 80.0
CHANGEF R O BASELINE AT CYCLE 29
N 5 2
ME AN -10.67 20.00
SD 15.348 37.712
MEDI AN -13. 33 20.00
Q1, Q3 -20. 006.67 -6.67, 46.67
MI N MAX -26.7,3. 3 -6.7, 46. 7
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al
Program Path:

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 47 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 30
N 2 3
MEAN 63.33 75.56
SD 14.142 7.698
MEDI AN 63.33 80.00
Q1, Q3 53.33, 73.33 66.67, 80.00
MI N MAX 533, 73. 3 66.7, 80. 0
CHANGEF R OBASELINE AT CYCLE 30
N 2 3
MEAN -23. 33 4. 44
SD 4.71 42.339
MEDI AN -23. 33 -20. 00
Q1, Q3 -26.6%720.00 -20. 0 ®3.33
M1 N MAX -26. 7-200 -20. 053. 3
CYCLE 31
N 7 2
MEAN 72.38 63.33
SD 16.966 4.714
MEDI AN 66.67 63.33
Q1, Q3 66.67, 86.67 60.00, 66.67
MI N MAX 46.7, 100.0 600, 66. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite54 von 493



Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 48 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE31
N 7 2
ME AN -13. 33 -30. 00
SD 18.459 4714
MEDI AN -13. 33 -30. 00
Q1, Q3 -20. 0@, 0O -33.3326.67
M1 N MAX -46. 71,3. 3 -33. 3-26.7
CYCLE 32
N 3 1
ME AN 60.00 86.67
SD 6.667 N. A.
MEDI AN 60.00 86.67
Q1, Q3 53.33, 66.67 86.67, 86.67
M1 N MAX 533, 66. 7 86.7, 86. 7
CHANGEF R O BASELINE AT CYCLE 32
N 3 1
ME AN -24. 44 0.00
SD 10.184 N. A.
MEDI AN -26.67 0.00
Q1, Q3 -33.3313.33 0.00, 0. 00
M1 N MAX -33. 3-133 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 49 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 33

N 1 2

ME AN 60.00 83.33

SD N. A. 4714

MEDI AN 60.00 83.33

Q1, Q3 60.00, 60.00 80.00, 86.67
MI N MAX 600, 60.0 800, 86. 7
CHANGEF R O BASELINE AT CYCLE 33

N 1 2

ME AN 6.67 10.00

SD N. A. 471

MEDI AN 6.67 10.00
Q1, Q3 667, 6.67 13. 336.67
MI N MAX 6. 767 13.36. 7
CYCLE 34

N 5 1

ME AN 73.33 93.33

SD 21.602 N. A.
MEDI AN 60.00 93.33

Q1, Q3 60.00, 93.33 93.33, 93.33
MI N MAX 53.3, 100.0 933, 93. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
17JUL2024:09: 53:

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 50 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 34

N 5 1

ME AN -10. 67 -6.67

SD 19.206 N. A.
MEDI AN 0.00 -6.67

Q1, Q3 -20.0®, 00 -6.67, -6.67
MI N MAX -40. 067 -6.7, -6.7
CYCLE 36

N 1 0

ME AN 60.00

SD N. A.

MEDI AN 60.00

Q1, Q3 60.00, 60.00

MI N MAX 600, 60. 0

CHANGEF R O BASELINE AT CYCLE 36

N 1 0

ME AN 6.67

SD N. A.

MEDI AN 6.67

Q1, Q3 667, 6.67

MI N MAX 6. 767

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 51 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3

ME AN 82.22

SD 25.240

MEDI AN 93.33

Q1, Q3 5333, 100.
MI N MAX 533, 100.0
CHANGEF R O BASELINE AT CYCLE 37

N 3

ME AN 0.00

SD 0.000

MEDI AN 0.00

Q1, Q3 000, 0.00
MI N MAX 0. 000
CYCLE 38

N 1

ME AN 53.33

SD N. A.
MEDI AN 53.33

Q1, Q3 5333, 53.33
MI N MAX 533, 53. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 52 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82

CHANGEF R O BASELINE AT CYCLE 38
N

ME AN

SD

MEDI AN

Q1, Q3

M1 N MAX

o»o
o o' o
o©o

.00

cocozor
o

CYCLE 40

N 1 0
ME AN 53.33

SD N. A.

MEDI AN 53.33

Q1, Q3 5333, 53.33

MI N MAX 533, 53. 3

CHANGEF R O BASELINE AT CYCLE 40
N

ME AN

SD

MEDI AN

Q1, Q3

MI N MAX

o»o

.00

cocozor
o
o o' o
oo

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024: 09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 53 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53

N = 82

CYCLE 41
N

ME AN
SD

MEDI AN
Q1, Q3
M1 N MAX

CHANGEF R O BASELINE AT CYCLE 41
N

ME AN

SD

MEDI AN

Q1, Q3

MI N MAX

CYCLE 43
N

ME AN
SD

MEDI AN
Q1, Q3
MI N MAX

1

53.33

N. A.

53.33

53.33, 53.33
533, 53. 3

or»o
o o o
oo

.00

cocozor
o

1

53.33

N. A.

53.33

53.33, 53.33
533, 53. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
17JUL2024:09: 53:

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 54 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43

N 1 0

ME AN 0.00

SD N. A.

MEDI AN 0.00

Q1, Q3 000, 0.00

MI N MAX 0.000

END OF TREATMENT

N 14 22

ME AN 61.90 69.39

SD 26.722 29.144

MEDI AN 70.00 76.67

Q1, Q3 40.00, 80.00 60.00, 93.33
MI N MAX 13.3, 100.0 6. 7 100.0
CHANGEF R O BASELINE AT END OF TREATMENT

N 14 22

ME AN -18.10 -12.12

SD 23.884 20.014

MEDI AN -13.33 -6.67

Q1, Q3 -33.39, 00 -20.0@, 00
MI N MAX -66. 71,3. 3 -60.033. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 55 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
ROLEFUNCTI ONI NG
BASELI NE
N 52 81
ME AN 81.09 71.60
SD 26.615 31.672
MEDI AN 100.00 83.33
Q1, Q3 6667, 100. 00 50.00, 100. 00
M1 N MAX 0. 0100.0 0. 0 100.0
CYCLE 2
N 46 74
ME AN 75.72 79.95
SD 25.020 26.313
MEDI AN 83.33 91.67
Q1, Q3 66.67, 100. 00 6667, 100. 00
M1 N MAX 16.7, 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE 2
N 45 73
ME AN -6.30 7.53
SD 30.832 32.160
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 0.00, 16.67
M1 N MAX -83.366. 7 -6 6. 7100.0

DCOdate: 150C-R2 028 DBLdate: 15DE-Q2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 56 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE3
N 41 58
MEAN 76.42 77.87
SD 21.723 26.926
MEDI AN 66.67 83.33
Q1, Q3 66.67, 100. 6667, 100. 00
MI N MAX 33.3, 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE3
N 40 57
MEAN -6.67 3.80
SD 28.445 27.821
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 16. 6D, 00
MI N MAX -66. 766 . 7 50 . 0100.0
CYCLE 4
N 39 53
MEAN 72.65 77.67
SD 28.482 24.448
MEDI AN 66.67 83.33
Q1, Q3 66.67, 100. 66.67, 100. 00
M1 N MAX 0. 0100.0 0. 0 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 57 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 4
N 38 52
ME AN -9.65 3.21
SD 36.685 32.680
MEDI AN 0.00 0.00
Q1, Q3 -33.3®, 00 -16. 6 25.00
M1 N MAX -83.383. 3 -66.783. 3
CYCLES5
N 39 45
ME AN 75.21 78.15
SD 26.455 27.483
MEDI AN 66.67 83.33
Q1, Q3 66.67, 100. 6667, 100.00
M1 N MAX 16.7, 100.0 0. 0100.0
CHANGEF R O BASELINE AT CYCLES
N 38 44
ME AN -7.89 6.82
SD 33.274 38.766
MEDI AN 0.00 0.00
Q1, Q3 -33. 33667 -16. 6 B3.33
M1 N MAX -83.383. 3 -66.783. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 58 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE®6
N 36 38
MEAN 74.54 83.77
SD 26.573 21.743
MEDI AN 83.33 100.00
Q1, Q3 5833, 100. 6667, 100. 00
MI N MAX 0. 0 100.0 33.3, 100.0
CHANGEF R O BASELINE AT CYCLEG6
N 35 38
MEAN -9.05 9.21
SD 32.172 37.508
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 0.00, 16.67
MI N MAX -66. 783 . 3 -6 6. 7100.0
CYCLE7
N 35 38
MEAN 80.00 77.19
SD 23.501 28.322
MEDI AN 83.33 83.33
Q1, Q3 66.67, 100. 66.67, 100. 00
MI N MAX 16.7, 100.0 0. 0 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 59 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7

N 34 38

ME AN -4.41 3.95

SD 26.050 35.816

MEDI AN 0.00 0.00

Q1, Q3 -16.6D, 00 -16.6D, 00
MI N MAX -66.750. 0 -50. 0100.0
CYCLE S8

N 34 38

ME AN 7353 81.14

SD 25.662 25.460

MEDI AN 66.67 100.00

Q1, Q3 6667, 100.00 6667, 100. 00
MI N MAX 0. 0100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE 8

N 33 38

ME AN -10. 61 7.02

SD 33.546 32.101

MEDI AN -16. 67 0.00

Q1, Q3 -33.33, 00 0.00, 16.67
MI N MAX -66.766. 7 -50.083. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 60 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE9
N 32 32
MEAN 74.48 77.60
SD 24.313 24.174
MEDI AN 66.67 83.33
Q1, Q3 66.67, 100. 6667, 100. 00
MI N MAX 33.3, 100.0 16.7, 100.0
CHANGEF R O BASELINE AT CYCLE9
N 31 32
MEAN -9.68 4. 17
SD 32.709 30.527
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 16. 6D, 00
MI N MAX -66. 766 . 7 50.083. 3
CYCLE 10
N 31 30
MEAN 76.88 75.56
SD 23.835 25.421
MEDI AN 83.33 66.67
Q1, Q3 66.67, 100. 66.67, 100. 00
M1 N MAX 33.3, 100.0 0. 0 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 61 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10
N 30 30
ME AN -6.67 5.00
SD 30.513 34.782
MEDI AN 0.00 0.00
Q1, Q3 -33.38®,.00 -16. 6 16.67
M1 N MAX -66. 766 . 7 -66. 783. 3
CYCLE 11
N 30 27
ME AN 74.44 81.48
SD 28.945 25.459
MEDI AN 83.33 83.33
Q1, Q3 50.00, 100. 6667, 100. 00
M1 N MAX 0. 0100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE 11
N 29 27
ME AN -8.62 6.79
SD 35.529 34.672
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 0.00, 16.67
M1 N MAX -100. ®6. 7 -6 6. 7100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

17JUL2024:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 62 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 12
N 27 23
MEAN 76.54 83.33
SD 23.687 24.618
MEDI AN 83.33 100.00
Q1, Q3 66.67, 100. 6667, 100. 00
MI N MAX 16.7, 100.0 33.3, 100.0
CHANGEF R OBASELINE AT CYCLE 12
N 26 23
MEAN -8.33 8.70
SD 27.588 33.284
MEDI AN -8.33 0.00
Q1, Q3 -33.33®,.00 0.00, 16.67
MI N MAX -50. 050. 0 -50.083. 3
CYCLE 13
N 28 21
MEAN 76.19 79.37
SD 22.874 32.874
MEDI AN 66.67 100. 00
Q1, Q3 66.67, 100. 00 66.67, 100. 00
M1 N MAX 33.3, 100.0 0. 0 100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 by Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 63 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82

CHANGEF R O BASELINE AT CYCLE 13

N 27 21

ME AN -9.26 6.35

SD 28.620 38.542

MEDI AN 0.00 0.00

Q1, Q3 -33.39,. 00 000, 0.00

MI N MAX -66.750. 0 -6 6. 7100.0
CYCLE 14

N 21 13

ME A N 72.22 84.62

SD 23.174 20.929

MEDI AN 66.67 100.00

Q1, Q3 5000, 100.00 6667, 100.00

MI N MAX 333, 100.0 333, 100.0
CHANGEF R O BASELINE AT CYCLE 14

N 20 13

ME AN -17.50 17.95

SD 33.102 38.165

MEDI AN -33.33 0.00

Q1, Q3 -33.39, 00 0.00, 66.67

MI N MAX -66.766. 7 -33.383. 3

DCOdate: 150C-20238 DBL date: 15DE-2 023
EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &oL

Questionnaire - Core 30;
QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 64 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 15
N 28 16
ME AN 73.81 85.42
SD 26.227 20.069
MEDI AN 66.67 100. 00
Q1, Q3 66.67, 100. 6667, 100. 00
M1 N MAX 0. 0100.0 33.3, 100.0
CHANGEF R O BASELINE AT CYCLE 15
N 27 16
ME AN -9.26 14.58
SD 28.244 33.264
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 0.00, 50.00
M1 N MAX -66. 733. 3 -33.366. 7
CYCLE 16
N 21 13
ME AN 75.40 87.18
SD 20.152 21.681
MEDI AN 66.67 100. 00
Q1, Q3 66.67, 100. 6667, 100. 00
M1 N MAX 50.0, 100.0 33.3, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 65 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16
N 21 13
ME AN -10. 32 21.79
SD 27.627 38.118
MEDI AN 0.00 0.00
Q1, Q3 -33.38,.00 0.00, 66.67
M1 N MAX -50. 033. 3 -33.366. 7
CYCLE 17
N 24 13
ME AN 72.92 82.05
SD 22421 24.964
MEDI AN 66.67 100.00
Q1, Q3 66.67, 100. 00 6667, 100. 00
M1 N MAX 33.3, 100.0 16.7, 100.0
CHANGEF R O BASELINE AT CYCLE 17
N 23 13
ME AN -10. 14 6. 41
SD 28.311 32.302
MEDI AN -16. 67 0.00
Q1, Q3 -33.33®,.00 0.00, 0.00O0
M1 N MAX -66. 750. 0 -50. 066. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p eCaganisation for Research and Treatment of Can c oL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 66 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 18
N 11 8
MEAN 74.24 77.08
SD 18.803 33.259
MEDI AN 66.67 83.33
Q1, Q3 66.67, 83.33 7500, 100.00
MI N MAX 33.3, 100.0 0. 0 100.0
CHANGEF R OBASELINE AT CYCLE 18
N 11 8
MEAN -9.09 18.75
SD 30.151 42.199
MEDI AN -16. 67 8.33
Q1, Q3 -33. 3 36.67 -16. 6 66.67
MI N MAX -66. 733. 3 -33.366. 7
CYCLE 19
N 21 12
MEAN 75.40 83.33
SD 23.932 21.320
MEDI AN 66.67 91.67
Q1, Q3 66.67, 100. 00 66.67, 100. 00
M1 N MAX 33.3, 100.0 33.3, 100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2

Repotrectinib (AUGTYRY®) Seite73von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 67 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19
N 21 12
ME AN -9.52 9.72
SD 29.614 37.240
MEDI AN 0.00 0.00
Q1, Q3 -33.38®,.00 -16. 6 4167
M1 N MAX -66. 750. 0 -33.366. 7
CYCLE 20
N 10 5
ME AN 66.67 70.00
SD 15.713 290.814
MEDI AN 66.67 66.67
Q1, Q3 66.67, 83.33 50.000, 100. 00
M1 N MAX 333, 83. 3 33.3, 100.0
CHANGEF R O BASELINE AT CYCLE 20
N 10 5
ME AN -13. 33 16.67
SD 34.066 40.825
MEDI AN -16. 67 0.00
Q1, Q3 -33.33®,.00 0.00, 50.00
M1 N MAX -66. 750. 0 -33.366. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 68 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 21
N 13 8
ME AN 76.92 93.75
SD 22.088 8.626
MEDI AN 83.33 100.00
Q1, Q3 66.67, 83.33 8333, 100.00
MI N MAX 33.3, 100.0 83.3, 100.0
CHANGEF R O BASELINE AT CYCLE 21
N 13 8
ME AN -10. 26 20.83
SD 26.821 34.215
MEDI AN -16.67 0.00
Q1, Q3 -16. 6D, 00 0.00, 41.67
MI N MAX -66. 750. 0 0.083.3
CYCLE 22
N 18 7
ME AN 76.85 85.71
SD 22.966 14.996
MEDI AN 75.00 83.33
Q1, Q3 66.67, 100. 00 66.67, 100. 00
M1 N MAX 33.3, 100.0 66.7, 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 69 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22
N 18 7
ME AN -9.26 16.67
SD 25.707 34.694
MEDI AN -8.33 0.00
Q1, Q3 -16. 6D, 00 0.00, 66.67
M1 N MAX -66. 750. 0 -16. 766. 7
CYCLE 23
N 7 4
ME AN 64.29 83.33
SD 20.250 19.245
MEDI AN 66.67 83.33
Q1, Q3 50.00, 66.67 66.67, 100. 00
M1 N MAX 33.3, 100.0 66.7, 100.0
CHANGEF R O BASELINE AT CYCLE 23
N 7 4
ME AN -19. 05 33.33
SD 20.250 38.490
MEDI AN -33. 33 33.33
Q1, Q3 -33.33®,.00 0.00, 66.67
M1 N MAX -33.31,6.7 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 70 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 24
N 11 4
ME AN 74.24 58.33
SD 23.995 41.944
MEDI AN 66.67 66.67
Q1, Q3 50.00, 100. 00 33.33, 83.33
MI N MAX 33.3, 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE 24
N 11 4
ME AN -19.70 -4.17
SD 17.979 82.074
MEDI AN -16.67 -8.33
Q1, Q3 -33.3%®,.00 -58. 3 3%Q.00
MI N MAX -50. 000 -100. @qo.o
CYCLE 25
N 12 4
ME AN 75.00 75.00
SD 25.126 16.667
MEDI AN 66.67 66.67
Q1, Q3 66.67, 100. 00 66.67, 83.33
M1 N MAX 33.3, 100.0 66.7, 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante trial.

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 71 of 405

EXHS TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25
N 12 4
ME AN -18.06 12.50
SD 20.669 59.900
MEDI AN -16.67 -8.33
Q1, Q3 -33.3%, 00 -25. 0 ®0.00
M1 N MAX -66. 700 -3 3. 3100.0
CYCLE 26
N 4 2
ME AN 45.83 75.00
SD 15.957 11.785
MEDI AN 41.67 75.00
Q1, Q3 33.33, 58.33 66.67, 83.33
MI N MAX 333, 66.7 66.7, 83. 3
CHANGEF R O BASELINE AT CYCLE 26
N 4 2
ME AN -37.50 41.67
SD 25.000 58.926
MEDI AN -33. 33 41.67
Q1, Q3 -58.3316.67 0.00, 83.33
M1 N MAX -66. 7-,16.7 0.083.3
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

of Canc QoL

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 72 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82

CYCLE 27

N 6 4

ME AN 69.44 75.00

SD 34.021 9.623

MEDI AN 75.00 75.00

Q1, Q3 3333, 100.00 66.67, 83.33

MI N MAX 333, 100.0 667, 83. 3
CHANGEF R O BASELINE AT CYCLE 27

N 6 4

ME AN -22.22 12.50

SD 29.187 47.871

MEDI AN -8.33 -8.33

Q1, Q3 -50.0D, 00 -16. 6 #1.67
MI N MAX -66. 70,0 -16.783. 3
CYCLE 28

N 9 4

ME AN 68.52 75.00

SD 31.672 9.623

MEDI AN 66.67 75.00

Q1, Q3 3333, 100.00 66.67, 83.33

MI N MAX 333, 100.0 667, 83. 3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 73 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28

N 9 4

ME AN -24.07 -12.50

SD 29.001 15.957

MEDI AN -16. 67 -8.33

Q1, Q3 -50.0®@, 00 -25.00, 00
MI N MAX -66. 70,0 -33. 300
CYCLE 29

N 5 2

ME AN 53.33 66.67

SD 18.257 0.000

MEDI AN 66.67 66.67

Q1, Q3 3333, 66.67 66.67, 66.67
MI N MAX 333, 66.7 667, 66. 7
CHANGEF R O BASELINE AT CYCLE 29

N 5 2

ME AN -33.33 33.33

SD 20.412 47.140

MEDI AN -33.33 33.33

Q1, Q3 -33.3316.67 0.00, 66.67
MI N MAX -66. 7-16.7 0.066.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 74 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 30
N 2 3
MEAN 41.67 66.67
SD 11.785 28.868
MEDI AN 41.67 83.33
Q1, Q3 33.33, 50.00 33.33, 83.33
MI N MAX 333, 50. 0 333, 83.3
CHANGEF R OBASELINE AT CYCLE 30
N 2 3
MEAN -58. 33 1111
SD 11.785 63.099
MEDI AN -58. 33 -16. 67
Q1, Q3 -66.6%750.00 -33. 338333
MI N MAX -66. 7-50.0 -33.383. 3
CYCLE 31
N 7 2
MEAN 64.29 58.33
SD 26.227 11.785
MEDI AN 66.67 58.33
Q1, Q3 33.33, 83.33 50.00, 66.67
M1 N MAX 33.3, 100.0 500, 66. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 75 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 31

N 7 2

ME AN -26.19 -25.00

SD 25.198 35.355

MEDI AN -16.67 -25.00

Q1, Q3 -50.0D, 00 -50.0@, 00
MI N MAX -66. 70,0 -50. 000
CYCLE 32

N 3 1

ME AN 50.00 66.67

SD 16.667 N. A.
MEDI AN 50.00 66.67

Q1, Q3 3333, 66.67 66.67, 66.67
MI N MAX 333, 66.7 667, 66. 7
CHANGEF R O BASELINE AT CYCLE 32

N 3 1

ME AN -44. 44 0.00

SD 19.245 N. A.
MEDI AN -33.33 0.00

Q1, Q3 -66. 67%33. 33 000, 0.00
MI N MAX -6 6. 7-333 0.0000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081 Page 76 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 33
N 1 2
ME AN 33.33 75.00
SD N. A. 11.785
MEDI AN 33.33 75.00
Q1, Q3 33.33, 33.33 66.67, 83.33
M1 N MAX 333, 33.3 66.7, 83. 3
CHANGEF R O BASELINE AT CYCLE 33
N 1 2
ME AN -16.67 -8.33
SD N. A. 11.785
MEDI AN -16.67 -8.33
Q1, Q3 -16.6716.67 -16.6D, 00
M1 N MAX -16. 7-16.7 -16. 700
CYCLE 34
N 5 1
ME AN 56.67 83.33
SD 22.361 N. A.
MEDI AN 66.67 83.33
Q1, Q3 33.33, 66.67 83.33, 83.33
M1 N MAX 333, 83. 3 833, 83. 3
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i e nftrso Phase

2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)

Seite83von 493

51



Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 77 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 34

N 5 1

ME AN -30.00 -16.67
SD 21731 N. A.
MEDI AN -16. 67 -16.67
Q1, Q3 -33.3316.67 -16.6716.67
MI N MAX -6 6. 7-16.7 -16. 7-16.7
CYCLE 36

N 1 0

ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

CHANGEF R O BASELINE AT CYCLE 36

N 1 0

ME AN -16.67

SD N. A.

MEDI AN -16.67

Q1, Q3 -16.67%16.67

MI N MAX -16. 7-16.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 78 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3

ME AN 77.78

SD 38.490

MEDI AN 100.00

Q1, Q3 3333, 100.00
MI N MAX 333, 100.0
CHANGEF R O BASELINE AT CYCLE 37

N 3

ME AN -5.56

SD 9.623

MEDI AN 0.00

Q1, Q3 -16.6D, 00
MI N MAX -16. 70,0
CYCLE 38

N 1

ME AN 33.33

SD N. A.
MEDI AN 33.33

Q1, Q3 3333, 33.33
MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 79 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82

CHANGEF R O BASELINE AT CYCLE 38
N

ME AN -1
SD

MEDI AN -
Q1, Q3 -
M1 N MAX -

~

~N~

. 67

[ENINYIN
conZoat
~oo>o
=

o

~No

CYCLE 40

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

CHANGEF R O BASELINE AT CYCLE 40

N

ME AN -1
SD

MEDI AN -1
Q1, Q3 -1
MI N MAX -1

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 80 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 41
N 1
ME AN 33.33
SD N. A.
MEDI AN 33.33
Q1, Q3 33.33, 33.33
MI N MAX 333, 33.3
CHANGEF R O BASELINE AT CYCLE 41
N 1
ME AN -16. 67
SD N. A.
MEDI AN -16. 67
Q1, Q3 -16.6716. 67
MI N MAX -16. 7-16.7
CYCLE 43
N 1
ME AN 33.33
SD N. A.
MEDI AN 33.33
Q1, Q3 33.33, 33.33
M1 N MAX 333, 33.3
DCOdate: 150C-2 0238 DBL date: 15DE-2 023
EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;
QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 81 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43
N 1 0
MEAN -16.67
SD N. A.
MEDI| AN -16.67
Q1, Q3 -16.6716.67
MI N MAX -16. 7-16.7
END OF TREATMENT
N 14 22
ME AN 55.95 66.67
SD 39.009 35.635
MEDI AN 66.67 75.00
Q1, Q3 1667, 100.00 3333, 100.00
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R O BASELINE AT END OF TREATMENT
N 14 22
MEAN -21.43 -6.82
SD 29.547 29.840
MEDI AN -8.33 0.00
Q1, Q3 -33.33,.00 -16.6D,.00
MI N MAX -83. 300 -66. 766 . 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 82 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
EMOTIONALFUNCT 1 ONI NG
BASELI NE
N 52 81
ME AN 81.25 82.82
SD 18.807 18.696
MEDI AN 83.33 91.67
Q1, Q3 7500, 100. 00 6667, 100. 00
M1 N MAX 33.3, 100.0 16.7, 100.0
CYCLE 2
N 46 73
ME AN 80.25 84.82
SD 19.981 18.755
MEDI AN 83.33 91.67
Q1, Q3 66.67, 100. 00 7500, 100. 00
M1 N MAX 33.3, 100.0 33.3, 100.0
CHANGEF R O BASELINE AT CYCLE 2
N 45 72
ME AN -0.74 1.62
SD 16.459 18.001
MEDI AN 0.00 0.00
Q1, Q3 -833, 0.00 -833, 8.33
M1 N MAX -33.350.0 -58.350. 0

DCOdate: 150C-R2 028 DBLdate: 15DE-Q2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 83 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 3
N 40 58
ME AN 81.46 85.49
SD 19.746 19.594
MEDI AN 83.33 91.67
Q1, Q3 6667, 100. 00 7500, 100.00
MI N MAX 16.7, 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE3
N 39 57
ME AN 0.85 1.46
SD 16.423 19.037
MEDI AN 0.00 0.00
Q1, Q3 -833, 8.33 0.00, 8. 33
MI N MAX -33.358. 3 -91.741. 7
CYCLE 4
N 39 53
ME AN 83.33 88.31
SD 19.683 14.115
MEDI AN 91.67 91.67
Q1, Q3 7500, 100.00 7500, 100.00
M1 N MAX 8 . 300.0 55.6, 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 84 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 4
N 38 52
ME AN 2.85 3.79
SD 18.306 12.783
MEDI AN 0.00 0.00
Q1, Q3 -8.33, 16.67 0.00, 8. 33
M1 N MAX -33.358. 3 -25.033. 3
CYCLES5
N 39 44
ME AN 82.48 86.81
SD 20.749 17.009
MEDI AN 91.67 91.67
Q1, Q3 6667, 100.00 7500, 100.00
M1 N MAX 25.0, 100.0 33.3, 100.0
CHANGEF R O BASELINE AT CYCLES
N 38 43
ME AN 3.07 3.36
SD 25.293 18.728
MEDI AN 0.00 0.00
Q1, Q3 -8.33, 16.67 -833 8.33
M1 N MAX -41.766. 7 -33.350.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;
QoL = Qu al i df yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081 Page 85 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE®6
N 37 38
ME AN 81.76 87.28
SD 21.681 18.297
MEDI AN 91.67 95.83
Q1, Q3 66.67, 100. 00 8333, 100.00
M1 N MAX 8 . 3 100.0 33.3, 100.0
CHANGEF R OBASELINE AT CYCLEG®6
N 36 38
ME AN 1.85 3.51
SD 22.810 17.120
MEDI AN 0.00 0.00
Q1, Q3 -8.33, 16.67 -833, 8.33
M1 N MAX -58.366. 7 -25.050. 0
CYCLE7
N 35 38
ME AN 84.52 88.82
SD 20.823 17.680
MEDI AN 91.67 100.00
Q1, Q3 75.00, 100.00 8333, 100.00
M1 N MAX 8 . 3 100.0 41.7, 100.0
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 86 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7
N 34 38
ME AN 3.92 3.29
SD 24.893 15.923
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 8. 33
M1 N MAX -58.358. 3 -25.050. 0
CYCLES8
N 34 38
ME AN 83.09 88.38
SD 21.951 14.439
MEDI AN 87.50 91.67
Q1, Q3 75.00, 100.00 8333, 100.00
MI N MAX 0. 0 100.0 50.0, 100.0
CHANGEF R OBASELINE AT CYCLES8
N 33 38
ME AN 2.78 2.63
SD 25.144 13.851
MEDI AN 0.00 0.00
Q1, Q3 -8.33, 16.67 0.00, 8. 33
MI N MAX -66. 758. 3 -25.041.7
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment
Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al
Program Path:
Program Name: r tsypr oql gqteb3r02365. sas

of Canc QoL

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 87 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE9
N 32 32
ME AN 82.55 83.59
SD 19.325 21.112
MEDI AN 91.67 91.67
Q1, Q3 6667, 100. 00 7083, 100.00
MI N MAX 16.7, 100.0 33.3, 100.0
CHANGEF R O BASELINE AT CYCLE9
N 31 32
ME AN 1.08 -0.26
SD 24.319 15.908
MEDI AN 0.00 0.00
Q1, Q3 -8.33, 16.67 -833, 0.00
MI N MAX -50. 058. 3 -33.333.3
CYCLE 10
N 31 30
ME AN 84.68 87.50
SD 19.257 17.473
MEDI AN 91.67 95.83
Q1, Q3 66.67, 100. 00 7500, 100.00
M1 N MAX 16.7, 100.0 33.3, 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)

Seite94von 493

51



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 88 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10
N 30 30
ME AN 3.61 3.61
SD 24.534 15.580
MEDI AN 0.00 0.00
Q1, Q3 -8.33, 16.67 0.00, 8. 33
M1 N MAX -50. 066. 7 -33.341.7
CYCLE 11
N 30 27
ME AN 85.28 88.99
SD 20.492 17.010
MEDI AN 95.83 100.00
Q1, Q3 66.67, 100. 00 8333, 100.00
MI N MAX 8 . 3 100.0 41.7, 100.0
CHANGEF R O BASELINE AT CYCLE 11
N 29 27
ME AN 4. 31 3.19
SD 24.763 13.689
MEDI AN 0.00 0.00
Q1, Q3 -8.33, 16.67 0.00, 8. 33
MI N MAX -58.366. 7 -25.033. 3
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment
Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al
Program Path:
Program Name: r tsypr oql gqteb3r02365. sas

of Canc QoL

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 89 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 12
N 27 23
ME AN 85.19 88.04
SD 22.329 20.540
MEDI AN 100.00 100.00
Q1, Q3 66.67, 100. 00 8333, 100.00
MI N MAX 0. 0 100.0 16.7, 100.0
CHANGEF R O BASELINE AT CYCLE 12
N 26 23
ME AN 2.88 3.99
SD 23.326 15.865
MEDI AN 0.00 0.00
Q1, Q3 0.00, 8. 33 0.00, 8. 33
MI N MAX -66. 758. 3 -41.733. 3
CYCLE 13
N 28 21
ME AN 83.93 84.13
SD 18.830 25.125
MEDI AN 91.67 100.00
Q1, Q3 66.67, 100. 00 8333, 100.00
M1 N MAX 41.7, 100.0 25.0, 100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;
QoL = Qu al i df yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 90 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 13
N 27 21
ME AN 2.16 -2.38
SD 18.139 20.774
MEDI AN 0.00 0.00
Q1, Q3 -8.33, 16.67 000, 0.00O0
M1 N MAX -41.741.7 -66. 741. 7
CYCLE 14
N 21 13
ME AN 87.70 85.90
SD 16.163 23.419
MEDI AN 100.00 91.67
Q1, Q3 75.00, 100.00 8333, 100.00
MI N MAX 50.0, 100.0 16.7, 100.0
CHANGEF R O BASELINE AT CYCLE 14
N 20 13
ME AN 5.83 1.92
SD 21.815 21.558
MEDI AN 0.00 0.00
Q1, Q3 -12. 506.67 0.00, 16.67
MI N MAX -16. 758. 3 -41.741.7
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment
Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al
Program Path:
Program Name: r tsypr oql gqteb3r02365. sas

of Canc QoL

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 91 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 15
N 28 16
ME AN 81.85 86.46
SD 21.642 23.936
MEDI AN 91.67 100.00
Q1, Q3 6667, 100. 00 7917, 100. 00
MI N MAX 25.0, 100.0 16.7, 100.0
CHANGEF R O BASELINE AT CYCLE 15
N 27 16
ME AN 0.00 -1.04
SD 20.412 17.970
MEDI AN 0.00 0.00
Q1, Q3 -16. 6 16.67 -417, 4.17
MI N MAX -41.750.0 -41.741. 7
CYCLE 16
N 21 13
ME AN 82.94 84.62
SD 17.175 22.783
MEDI AN 83.33 91.67
Q1, Q3 66.67, 100. 00 7500, 100.00
M1 N MAX 50.0, 100.0 33.3, 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 92 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16
N 21 13
ME AN 1.59 0.00
SD 22.457 14.027
MEDI AN 0.00 0.00
Q1, Q3 -8.33, 16.67 0.00, 8. 33
M1 N MAX -50. 050. 0 -25.025. 0
CYCLE 17
N 24 13
ME AN 85.07 88.46
SD 17.021 14.248
MEDI AN 87.50 100. 00
Q1, Q3 7083, 100. 00 8333, 100.00
M1 N MAX 41.7, 100.0 66.7, 100.0
CHANGEF R O BASELINE AT CYCLE 17
N 23 13
ME AN 3.99 0.64
SD 20.546 9.293
MEDI AN 0.00 0.00
Q1, Q3 -8.33, 16.67 000, 0.00
M1 N MAX -33.350.0 -25.0L,6. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;
QoL = Qu al i df yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 93 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 18
N 11 8
MEAN 87.12 85.42
SD 15.970 19.796
MEDI AN 100.00 91.67
Q1, Q3 7500, 100. 7917, 100. 00
MI N MAX 58.3, 100.0 41.7, 100.0
CHANGEF R OBASELINE AT CYCLE 18
N 11 8
MEAN 11.36 6.25
SD 18.735 13.176
MEDI AN 0.00 8. 33
Q1, Q3 0.00, 16.67 0.00, 12.50
M1 N MAX -83, 50. 0 -16.725. 0
CYCLE 19
N 21 12
MEAN 80.95 89.58
SD 16.903 22.508
MEDI AN 83.33 100. 00
Q1, Q3 66.67, 91.67 9167, 100.00
M1 N MAX 33.3, 100.0 25.0, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 94 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19

N 21 12

ME AN -0.40 2.78

SD 19.628 16.023

MEDI AN 0.00 4.17

Q1, Q3 -833, 0.00 0.00, 8. 33
MI N MAX “41.741. 7 -41.725.0
CYCLE 20

N 10 5

ME AN 80.83 75.00

SD 15.738 27.639

MEDI AN 83.33 75.00

Q1, Q3 66.67, 91.67 6667, 100.00
MI N MAX 58.3, 100.0 333, 100.0
CHANGEF R O BASELINE AT CYCLE 20

N 10 5

ME AN 10.00 -1.67

SD 16.102 19.003

MEDI AN 8. 33 0.00

Q1, Q3 0.00, 16.67 0.00, 8. 33
MI N MAX -83, 41.7 -33.316.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 95 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 21
N 13 8
ME AN 83.33 93.75
SD 12.729 11.573
MEDI AN 83.33 100.00
Q1, Q3 75.00, 91.67 9167, 100. 00
MI N MAX 66.7, 100.0 66.7, 100.0
CHANGEF R O BASELINE AT CYCLE 21
N 13 8
ME AN 6.41 6.25
SD 19.882 7.387
MEDI AN 0.00 4.17
Q1, Q3 -8.33, 16.67 0.00, 12.50
MI N MAX -16.750. 0 0.016.7
CYCLE 22
N 18 7
ME AN 80.71 96.43
SD 18.264 6.557
MEDI AN 80.56 100.00
Q1, Q3 66.67, 100. 00 9167, 100.00
M1 N MAX 41.7, 100.0 83.3, 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 96 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22
N 18 7
ME AN 0.62 10.71
SD 17.349 12.467
MEDI AN 0.00 8.33
Q1, Q3 -8.33, 16.67 0.00, 16.67
M1 N MAX -33.336.1 0.033.3
CYCLE 23
N 7 4
ME AN 72.62 91.67
SD 12.467 6.804
MEDI AN 66.67 91.67
Q1, Q3 66.67, 75.00 87.50, 95.83
M1 N MAX 66.7, 100.0 83.3, 100.0
CHANGEF R O BASELINE AT CYCLE 23
N 7 4
ME AN -2.38 12.50
SD 14.996 15.957
MEDI AN -8.33 8.33
Q1, Q3 -8.33, 16.67 0.00, 25.00
M1 N MAX -25.016. 7 0.033.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 97 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 24
N 11 4
ME AN 86.36 85.42
SD 15.034 17.180
MEDI AN 91.67 87.50
Q1, Q3 6667, 100. 00 7083, 100.00
MI N MAX 66.7, 100.0 66.7, 100.0
CHANGEF R O BASELINE AT CYCLE 24
N 11 4
ME AN 5.30 8.33
SD 13.577 9.623
MEDI AN 0.00 8.33
Q1, Q3 0.00, 16.67 0.00, 16.67
MI N MAX -16.725. 0 0.016.7
CYCLE 25
N 12 4
ME AN 77.08 93.75
SD 15.128 7.979
MEDI AN 70.83 95.83
Q1, Q3 66.67, 91.67 8750, 100. 00
M1 N MAX 58.3, 100.0 83.3, 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 98 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25

N 12 4

ME AN -2.08 12.50

SD 11.307 19.837

MEDI AN 0.00 4.17

Q1, Q3 -833, 0.00 0.00, 25.00
MI N MAX -25.016. 7 0.041.7
CYCLE 26

N 4 2

ME AN 62.50 83.33

SD 4811 11.785

MEDI AN 62.50 83.33

Q1, Q3 5833, 66.67 75.00, 91.67
MI N MAX 583, 66. 7 750, 91.7
CHANGEF R O BASELINE AT CYCLE 26

N 4 2

ME AN -4.17 20.83

SD 10.758 29.463

MEDI AN -417 20.83

Q1, Q3 -12.5@, 17 0.00, 41.67
MI N MAX -16. 783 0.041.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 99 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 27
N 6 4
ME AN 77.78 89.58
SD 22.153 12.500
MEDI AN 79.17 91.67
Q1, Q3 5833, 100. 7917, 100. 00
M1 N MAX 50.0, 100.0 75.0, 100.0
CHANGEF R O BASELINE AT CYCLE 27
N 6 4
ME AN -4.17 12.50
SD 4.564 25.000
MEDI AN -4.17 0.00
Q1, Q3 -833, 0.00 0.00, 25.00
M1 N MAX -83, 00 0.050.0
CYCLE 28
N 9 4
ME AN 83.33 95.83
SD 16.667 4.811
MEDI AN 83.33 95.83
Q1, Q3 66.67, 100. 9167, 100. 00
M1 N MAX 66.7, 100.0 91.7, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 100 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28
N 9 4
ME AN 3.70 6. 25
SD 13.249 7.979
MEDI AN 0.00 4. 17
Q1, Q3 000, 0.0O0 0.00, 12.50
M1 N MAX -83, 33.3 0.016.7
CYCLE 29
N 5 2
ME AN 71.67 70.83
SD 16.245 5.893
MEDI AN 66.67 70.83
Q1, Q3 66.67, 66.67 66.67, 75.00
M1 N MAX 58.3, 100.0 66.7, 75. 0
CHANGEF R O BASELINE AT CYCLE 29
N 5 2
ME AN -1.67 8.33
SD 12.360 11.785
MEDI AN 0.00 8.33
Q1, Q3 -833, 0.00 0.00, 16.67
M1 N MAX -16. 71,6. 7 0.016.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante trial.

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2

Summary of EORTCQL - 3 by Cycle

Safety Set for NTRK+

Subj edtrsoPhase 2 Por t i af nthe Trial

Page 101 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82

CYCLE 30

N 2 3

MEAN 66.67 77.78

SD 0.000 17.347

MEDI AN 66.67 83.33

Q1, Q3 66.67, 66.67 58.33, 91.67

M1 N MAX 66.7, 66. 7 583, 91.7
CHANGEF R OBASELINE AT CYCLE 30

N 2 3

MEAN 8.33 8.33

SD 11.785 25.000

MEDI AN 8.33 8. 33

Q1, Q3 0.00, 16.67 16. 6 B3.33

M1 N MAX 0.016.7 16. 733. 3
CYCLE 31

N 7 2

ME AN 71.43 87.50

SD 23.500 17.678

MEDI AN 66.67 87.50

Q1, Q3 5833, 100.00 7500, 100.00

M1 N MAX 33.3, 100.0 75.0, 100.0

DCOdate: 150C-20238 DBL date: 15DE-2 023
EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &oL

Questionnaire - Core 30;
QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al
Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

Repotrectinib (AUGTYRY®) Seite108von 493
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 102 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 31

N 7 2

ME AN -2.38 8.33

SD 20.250 11.785

MEDI AN 0.00 8.33

Q1, Q3 -833, 8.33 0.00, 16.67
MI N MAX -41.725.0 0.016. 7
CYCLE 32

N 3 1

ME AN 55.56 75.00

SD 19.245 N. A.
MEDI AN 66.67 75.00

Q1, Q3 3333, 66.67 75.00, 75.00
MI N MAX 333, 66.7 750, 75.0
CHANGEF R O BASELINE AT CYCLE 32

N 3 1

ME AN -8.33 0.00

SD 30.046 N. A.
MEDI AN 0.00 0.00

Q1, Q3 -41. 6 16.67 000, 0.00
MI N MAX -41.716. 7 0. 000

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 103 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 33
N 1 2
MEAN 66.67 91.67
SD N. A. 11.785
MEDI AN 66.67 91.67
Q1, Q3 66.67, 66.67 8333, 100.00
MI N MAX 66.7, 66. 7 83.3, 100.0
CHANGEF R OBASELINE AT CYCLE 33
N 1 2
MEAN -8.33 12.50
SD N. A. 5.893
MEDI AN -8.33 12.50
Q1, Q3 -8.33, -833 8.33, 16.67
MI N MAX -83, -8.3 8.316.7
CYCLE 34
N 5 1
MEAN 81.67 100.00
SD 19.003 N. A.
MEDI AN 83.33 100.00
Q1, Q3 66.67, 100. 100. 0D0Q0. 00O
M1 N MAX 58.3, 100.0 100 . @aqo.o

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 104 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 34

N 5 1

ME AN 1.67 16.67

SD 19.003 N. A.
MEDI AN 0.00 16.67

Q1, Q3 -833, 0.00 16.67, 16.67
MI N MAX -16.733. 3 167, 16. 7
CYCLE 36

N 1 0

ME AN 41.67

SD N. A.

MEDI AN 41.67

Q1, Q3 4167, 4167

MI N MAX 417, 41.7

CHANGEF R O BASELINE AT CYCLE 36

N 1 0

ME AN -33.33

SD N. A.

MEDI AN -33.33

Q1, Q3 -33.3333. 33

MI N MAX -33. 3-333

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seitel11von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 105 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3

ME AN 75.00

SD 22.048

MEDI AN 66.67

Q1, Q3 5833, 100.00
MI N MAX 583, 100.0
CHANGEF R O BASELINE AT CYCLE 37

N 3

ME AN 0.00

SD 16.667

MEDI AN 0.00

Q1, Q3 -16. 6 16.67
MI N MAX -16. 71,6. 7
CYCLE 38

N 1

ME AN 66.67

SD N. A.
MEDI AN 66.67

Q1, Q3 66.67, 66.67
MI N MAX 667, 66. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 106 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 38

N 1

ME AN -8.33

SD N. A.
MEDI AN -8.33

Q1, Q3 -8.33, -8.33
MI N MAX -83, -8. 3
CYCLE 40

N 1

ME AN 66.67

SD N. A.
MEDI AN 66.67

Q1, Q3 66.67, 66.67
MI N MAX 667, 66. 7
CHANGEF R O BASELINE AT CYCLE 40

N 1

ME AN -8.33

SD N. A.
MEDI AN -8.33

Q1, Q3 -8.33, -833
MI N MAX -83, -8.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
17JUL2024:09: 53:

Program Name: r tsypr oql gqteb3r02365. sas

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 107 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 41

N 1

ME AN 66.67

SD N. A.
MEDI AN 66.67

Q1, Q3 66.67, 66.67
MI N MAX 667, 66. 7
CHANGEF R O BASELINE AT CYCLE 41

N 1

ME AN -8.33

SD N. A.
MEDI AN -8.33

Q1, Q3 -8.33, -833
MI N MAX -83, -8.3
CYCLE 43

N 1

ME AN 66.67

SD N. A.
MEDI AN 66.67

Q1, Q3 66.67, 66.67
MI N MAX 667, 66. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL- @3 0= Eur opebamgani s afori ®kesearch and Treatment of Can c oL

Quest i on+Caoirrae,

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
17JUL2024:09: 53:

Program Name: r tsypr oql gqteb3r02365. sas

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 108 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43

N 1 0

ME AN -8.33

SD N. A.

MEDI AN -8.33

Q1, Q3 -8.33, -8.33

MI N MAX -83, -8. 3

END OF TREATMENT

N 14 22

ME AN 82.74 75.38

SD 18.908 27.031

MEDI AN 87.50 83.33

Q1, Q3 7500, 100.00 5833, 100. 00
MI N MAX 417, 100.0 25.0, 100.0
CHANGEF R O BASELINE AT END OF TREATMENT

N 14 22

ME AN -2.38 -4.92

SD 9.489 19.697

MEDI AN 0.00 0.00

Q1, Q3 -833, 0.00 -833, 8.33
MI N MAX -25.0L,6. 7 -50.033. 3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seitel15von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page

109 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
COGNITIVE FUNCT I ONI NG
BASELI NE
N 52 81
ME AN 82.69 87.86
SD 26.189 16.876
MEDI AN 91.67 100.00
Q1, Q3 8333, 100.00 8333, 100.00
M1 N MAX 0. 0 100.0 33.3, 100.0
CYCLE 2
N 46 72
ME AN 79.35 85.42
SD 19.933 20.352
MEDI AN 83.33 100.00
Q1, Q3 66.67, 100. 00 66.67, 100. 00
M1 N MAX 33.3, 100.0 16.7, 100.0
CHANGEF R O BASELINE AT CYCLE 2
N 45 71
ME AN -4.81 -1.88
SD 22.925 13.671
MEDI AN 0.00 0.00
Q1, Q3 -16.6D, 00 0.00, 0.00
M1 N MAX -50.083. 3 -50.033. 3
DCOdate: 150C-R02B DBLdate: 15DEQ023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

of Canc QoL

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081 Page 110 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 3
N 40 58
ME AN 79.58 85.34
SD 24.889 22.958
MEDI AN 83.33 100.00
Q1, Q3 66.67, 100. 00 8333, 100.00
M1 N MAX 16.7, 100.0 0. 0 100.0
CHANGEF R OBASELINE AT CYCLE3
N 39 57
ME AN -4.27 -2.34
SD 27.762 13.887
MEDI AN 0.00 0.00
Q1, Q3 -16.6D, 00 000, 0.00
M1 N MAX -6 6. 7100.0 -66. 733. 3
CYCLE4
N 39 53
ME AN 80.77 84.59
SD 26.084 21.145
MEDI AN 100.00 100.00
Q1, Q3 66.67, 100. 00 66.67, 100. 00
M1 N MAX 0. 0 100.0 16.7, 100.0
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment
Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al
Program Path:
Program Name: r tsypr oql gqteb3r02365. sas

of Canc QoL

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)

Seite117von 493
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 111 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE4
N 38 52
ME AN -3.07 -2.56
SD 28.437 13.360
MEDI AN 0.00 0.00
Q1, Q3 -16.6D, 00 -833, 0.00
M1 N MAX -6 6. 7100.0 -33.333. 3
CYCLES
N 39 44
ME AN 76.50 83.33
SD 23.792 21.265
MEDI AN 83.33 83.33
Q1, Q3 66.67, 100. 66.67, 100. 00
MI N MAX 0. 0 100.0 16.7, 100.0
CHANGEF R OBASELINE AT CYCLES
N 38 43
ME AN -7.02 -3.49
SD 32.334 12.888
MEDI AN 0.00 0.00
Q1, Q3 -33.3%, 00 -16.6D, 00
MI N MAX -8 3. 3100.0 -33.3L,6.7
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL«Z 3 0= Eur o p eCaganisation for
Questionnaire - Core 30;
QoL = Qu al i df yLife;
portiante tri al
Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Research and Treatment of Can c QoL

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 112 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE6
N 37 38
ME AN 76.13 86.40
SD 26.510 23.524
MEDI AN 83.33 100.00
Q1, Q3 66.67, 100. 00 8333, 100.00
MI N MAX 0. 0 100.0 16.7, 100.0
CHANGEF R O BASELINE AT CYCLE6
N 36 38
ME AN -6.02 -1.75
SD 32.159 13.858
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 0.00, 0.00
MI N MAX -6 6. 7100.0 -50.033.3
CYCLE7
N 35 38
ME AN 76.19 86.40
SD 25.657 21.173
MEDI AN 83.33 100.00
Q1, Q3 66.67, 100. 00 8333, 100.00
M1 N MAX 0. 000.0 16.7, 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)

Seite119von 493
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page

113 of 405

EXH TKinai vseubj ect s EXR6

TKdpr et r e asubedts

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7
N 34 38
ME AN -8.33 -0.44
SD 31.315 13.693
MEDI AN 0.00 0.00
Q1, Q3 -16.6D, 00 000, 0.00
MI N MAX -8 3. 31000 -33.333. 3
CYCLE S8
N 34 38
ME AN 77.94 85.53
SD 25.200 22.980
MEDI AN 83.33 100.00
Q1, Q3 6667, 100. 8333, 100.00
MI N MAX 0. 0 100.0 16.7, 100.0
CHANGEF R O BASELINE AT CYCLE 8
N 33 38
ME AN -6.06 -2.19
SD 32.226 15.582
MEDI AN 0.00 0.00
Q1, Q3 -16.6D, 00 000, 0.00
MI N MAX -8 3. 3100.0 -50.033. 3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Erganzende Analysen
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Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
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EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE9
N 32 32
MEAN 77.08 84.38
SD 24.593 23.546
MEDI AN 83.33 100.00
Q1, Q3 66.67, 100. 7500, 100.00
MI N MAX 16.7, 100.0 16.7, 100.0
CHANGEF R O BASELINE AT CYCLE9
N 31 32
MEAN -6.45 -1.04
SD 33.244 12.656
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 0.00, 0.00
MI N MAX -6 6. 7100.0 -33.333. 3
CYCLE 10
N 31 30
MEAN 78.49 84.44
SD 22.850 20.960
MEDI AN 83.33 100. 00
Q1, Q3 66.67, 100. 66.67, 100. 00
MI N MAX 16.7, 100.0 33.3, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
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EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10
N 30 30
ME AN -3.89 -1.11
SD 31.769 13.082
MEDI AN 0.00 0.00
Q1, Q3 -16.6D, 00 0.00, 0.00
M1 N MAX -6 6. 7100.0 -50.04,6. 7
CYCLE 11
N 30 27
ME AN 75.00 82.72
SD 27.246 25.521
MEDI AN 83.33 100.00
Q1, Q3 66.67, 100. 66.67, 100. 00
MI N MAX 0. 0 100.0 16.7, 100.0
CHANGEF R O BASELINE AT CYCLE 11
N 29 27
ME AN -7.47 -3.70
SD 32.910 12,518
MEDI AN 0.00 0.00
Q1, Q3 -16.6D, 00 -16.6D, 00
MI N MAX -8 3. 3100.0 -33.3L,6.7
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL«Z 3 0= Eur o p eCaganisation for
Questionnaire - Core 30;
QoL = Qu al i df yLife;
portiante tri al
Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
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EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 12
N 27 23
MEAN 80.86 83.33
SD 21.535 27.061
MEDI AN 83.33 100.00
Q1, Q3 66.67, 100. 8333, 100.00
MI N MAX 33.3, 100.0 0. 0 100.0
CHANGEF R OBASELINE AT CYCLE 12
N 26 23
MEAN -3.21 -0.72
SD 25.828 12.790
MEDI AN 0.00 0.00
Q1, Q3 -16.6D,,00 0.00, 0.00
M1 N MAX -50. 0100.0 -33.31,6.7
CYCLE 13
N 28 21
MEAN 80.36 84.92
SD 18.732 22.916
MEDI AN 83.33 100. 00
Q1, Q3 66.67, 100. 8333, 100.00
M1 N MAX 33.3, 100.0 16.7, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
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EXH TKinai vseubj ect s EXR6

TKdpr et r e asubedts

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 13

N 27 21

ME AN -4.32 -2.38

SD 27578 7.968

MEDI AN 0.00 0.00

Q1, Q3 -16.6D, 00 000, 0.00
MI N MAX -6 6. 7100.0 -16. 7,6. 7
CYCLE 14

N 21 13

ME AN 80.16 85.90

SD 20.152 17.803

MEDI AN 83.33 100.00

Q1, Q3 6667, 100. 6667, 100. 00
MI N MAX 333, 100.0 50.0, 100.0
CHANGEF R O BASELINE AT CYCLE 14

N 20 13

ME AN -5.00 1.28

SD 33.377 15.901

MEDI AN 0.00 0.00

Q1, Q3 -25.0D, 00 0.00, 16.67
MI N MAX -6 6. 7100.0 -33.31,6.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qu al i df yLife;
portiante tri al
Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page
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EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 15
N 28 16
ME AN 77.38 90.63
SD 22.321 16.066
MEDI AN 83.33 100. 00
Q1, Q3 66.67, 100. 8333, 100.00
M1 N MAX 33.3, 100.0 50.0, 100.0
CHANGEF R O BASELINE AT CYCLE 15
N 27 16
ME AN -7.41 2.08
SD 27.085 8.333
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D,. 00 0.00, 0.00O0
M1 N MAX -66. 766 . 7 -16. 7L,6. 7
CYCLE 16
N 21 13
ME AN 79.37 87.18
SD 20.348 16.879
MEDI AN 83.33 100. 00
Q1, Q3 66.67, 100. 8333, 100.00
M1 N MAX 16.7, 100.0 50.0, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
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EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16

N 21 13

ME AN -6.35 0.00

SD 29.096 13.608

MEDI AN 0.00 0.00

Q1, Q3 -16.6D, 00 000, 0.00
MI N MAX -83.383. 3 -33.31,6.7
CYCLE 17

N 24 13

ME AN 78.47 84.62

SD 20.548 17.296

MEDI AN 83.33 83.33

Q1, Q3 6667, 100.00 6667, 100. 00
MI N MAX 333, 100.0 50.0, 100.0
CHANGEF R O BASELINE AT CYCLE 17

N 23 13

ME AN -5.07 -5.13

SD 28.175 14.248

MEDI AN 0.00 0.00

Q1, Q3 -16.6D, 00 -16.6D, 00
MI N MAX -66.783. 3 -33.31,6.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
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EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 18
N 11 8
MEAN 75.76 85.42
SD 22.808 16.517
MEDI AN 66.67 91.67
Q1, Q3 66.67, 100. 6667, 100. 00
MI N MAX 33.3, 100.0 66.7, 100.0
CHANGEF R OBASELINE AT CYCLE 18
N 11 8
MEAN -3.03 2.08
SD 40.701 20.774
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 -8.33, 16.67
M1 N MAX -6 6. 7100.0 -33.333. 3
CYCLE 19
N 21 12
MEAN 77.78 87.50
SD 21.300 12.563
MEDI AN 83.33 83.33
Q1, Q3 66.67, 100. 8333, 100.00
M1 N MAX 33.3, 100.0 66.7, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page
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EXH TKinai vseubj ect s EXR6

TKdpr et r e asubedts

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19

N 21 12

ME AN -5.56 -1.39

SD 28.054 11.143

MEDI AN 0.00 0.00

Q1, Q3 -16.6D, 00 -833, 0.00
MI N MAX -66.783. 3 -16.7,6. 7
CYCLE 20

N 10 5

ME AN 66.67 80.00

SD 20.787 36.132

MEDI AN 66.67 100.00

Q1, Q3 66.67, 83.33 8333, 100.00
MI N MAX 333, 100.0 16.7, 100.0
CHANGEF R O BASELINE AT CYCLE 20

N 10 5

ME AN -8.33 -6.67

SD 34.471 25.276

MEDI AN -16. 67 0.00

Q1, Q3 -16.6D, 00 000, 0.00
MI N MAX -66.766. 7 -50. 0.,6. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
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EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 21
N 13 8
ME AN 73.08 91.67
SD 21.014 8.909
MEDI AN 66.67 91.67
Q1, Q3 66.67, 83.33 8333, 100.00
M1 N MAX 33.3, 100.0 83.3, 100.0
CHANGEF R OBASELINE AT CYCLE 21
N 13 8
ME AN -5.13 -4.17
SD 26.688 11.785
MEDI AN 0.00 0.00
Q1, Q3 -16.6D,. 00 -16.6D,. 00
M1 N MAX -33.366. 7 -16. 7,6. 7
CYCLE 22
N 18 7
ME AN 73.15 85.71
SD 23.666 11.501
MEDI AN 75.00 83.33
Q1, Q3 6667, 100.00 8333, 100.00
M1 N MAX 33.3, 100.0 66.7, 100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 123 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22

N 18 7

ME AN -11.11 -4.76

SD 26.197 12.599

MEDI AN -16.67 0.00

Q1, Q3 -16.6D, 00 -16.6D,. 00
MI N MAX -66.766. 7 -16.7,6. 7
CYCLE 23

N 7 4

ME AN 50.00 91.67

SD 25.459 9.623

MEDI AN 50.00 91.67

Q1, Q3 3333, 83.33 8333, 100.00
MI N MAX 16.7, 83. 3 833, 100.0
CHANGEF R O BASELINE AT CYCLE 23

N 7 4

ME AN -28.57 0.00

SD 28.406 13.608

MEDI AN -33.33 0.00

Q1, Q3 -33.39, 00 -833, 8.33
MI N MAX -83. 300 -16. 71,6. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
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EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 24

N 11 4

ME AN 71.21 91.67

SD 23.677 9.623

MEDI AN 83.33 91.67

Q1, Q3 50.00, 83.33 8333, 100.00
MI N MAX 333, 100.0 833, 100.0
CHANGEF R O BASELINE AT CYCLE 24

N 11 4

ME AN -15.15 0.00

SD 20.350 13.608

MEDI AN -16. 67 0.00

Q1, Q3 -16.6D, 00 -833, 8.33
MI N MAX -66. 70,0 -16. 7,6. 7
CYCLE 25

N 12 4

ME AN 75.00 83.33

SD 23.028 13.608

MEDI AN 83.33 83.33

Q1, Q3 66.67, 91.67 75.00, 91.67
MI N MAX 333, 100.0 66.7, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:
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Seite131von 493

51



Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen
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Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25

N 12 4

ME AN -13.89 0.00

SD 13.914 13.608

MEDI AN -16.67 0.00

Q1, Q3 -25.0®, 00 -833, 8.33
MI N MAX -33. 300 -16. 7,6. 7
CYCLE 26

N 4 2

ME AN 54.17 83.33

SD 15.957 0.000

MEDI AN 58.33 83.33

Q1, Q3 4167, 66.67 83.33, 83.33
MI N MAX 333, 66. 7 833, 83. 3
CHANGEF R O BASELINE AT CYCLE 26

N 4 2

ME AN -16. 0.00

SD 13.608 0.000

MEDI AN -16.67 0.00

Q1, Q3 -25. 00833 000, 0.00
MI N MAX -33. 300 0. 0000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
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Erganzende Analysen
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Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 27
N 6 4
MEAN 72.22 91.67
SD 31.032 9.623
MEDI AN 83.33 91.67
Q1, Q3 3333, 100.00 8333, 100.00
MI N MAX 33.3, 100.0 83.3, 100.0
CHANGEF R OBASELINE AT CYCLE 27
N 6 4
MEAN -11.11 0.00
SD 13.608 13.608
MEDI AN -8.33 0.00
Q1, Q3 -16. 6D, 00 -833, 8.33
MI N MAX -33. 300 -16. 7L,6. 7
CYCLE 28
N 9 4
MEAN 70.37 91.67
SD 29.788 9.623
MEDI AN 83.33 91.67
Q1, Q3 3333, 100.00 8333, 100.00
MI N MAX 33.3, 100.0 83.3, 100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite133von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen
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Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
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EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28
N 9 4
ME AN -16.67 4. 17
SD 22.04 15.957
MEDI AN -16.67 8. 33
Q1, Q3 -16.6D, 00 -8.33, 16.67
M1 N MAX -66. 700 -16.7L,6. 7
CYCLE 29
N 5 2
ME AN 56.67 91.67
SD 19.003 11.785
MEDI AN 50.00 91.67
Q1, Q3 50.00, 66.67 8333, 100.00
MI N MAX 333, 83. 3 83.3, 100.0
CHANGEF R O BASELINE AT CYCLE 29
N 5 2
ME AN -20.00 8. 33
SD 21.731 11.785
MEDI AN -33.33 8.33
Q1, Q3 -33.3316.67 0.00, 16.67
MI N MAX -33.3L,6. 7 0.016.7
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment
Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al
Program Path:
Program Name: r tsypr oql gqteb3r02365. sas

of Canc QoL

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081 Page 128 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 30
N 2 3
ME AN 58.33 83.33
SD 35.355 16.667
MEDI AN 58.33 83.33
Q1, Q3 33.33, 83.33 66.67, 100. 00
M1 N MAX 333, 83. 3 66.7, 100.0
CHANGEF R O BASELINE AT CYCLE 30
N 2 3
ME AN -25.00 -5.56
SD 11.785 19.245
MEDI AN -25.00 -16.67
Q1, Q3 -33.3316.67 -16. 6 16.67
M1 N MAX -33. 3-16.7 -16. 7L,6. 7
CYCLE 31
N 7 2
ME AN 59.52 100.00
SD 26.972 0.000
MEDI AN 66.67 100.00
Q1, Q3 33.33, 83.33 100. 0D00. 00
M1 N MAX 33.3, 100.0 100. @qo.0
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL«Z 3 0= Eur o p eCaganisation for
Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al
Program Path:

Research and Treatment

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i e nftrso Phase

2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024: 09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 129 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 31
N 7 2
ME AN -23.81 8.33
SD 23.288 11.785
MEDI AN -16.67 8. 33
Q1, Q3 -33.3%,.00 0.00, 16.67
M1 N MAX -66. 700 0.016.7
CYCLE 32
N 3 1
ME AN 55.56 100.00
SD 25.459 N. A.
MEDI AN 50.00 100.00
Q1, Q3 33.33, 83.33 100. 0D00. 00
MI N MAX 333, 83. 3 100. aQo.o
CHANGEF R O BASELINE AT CYCLE 32
N 3 1
ME AN -27.78 16.67
SD 9.623 N. A.
MEDI AN -33. 33 16.67
Q1, Q3 -33.3316.67 16.67, 16.67
MI N MAX -33. 3-16.7 167, 16. 7
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL«Z 3 0= Eur o p eCaganisation for
Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al

Research and Treatment

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 130 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 33
N 1 2
MEAN 33.33 100.00
SD N. A. 0.000
MEDI AN 33.33 100.00
Q1, Q3 33.33, 33.33 100. 0DQO. 0O
MI N MAX 333, 33.3 100. @qQo.0
CHANGEF R OBASELINE AT CYCLE 33
N 1 2
MEAN 0.00 8.33
SD N. A. 11.785
MEDI AN 0.00 8.33
Q1, Q3 0.00, 0.00 0.00, 16.67
MI N MAX 0. 000 0.016.7
CYCLE 34
N 5 1
MEAN 60.00 100.00
SD 27.889 N. A.
MEDI AN 66.67 100.00
Q1, Q3 33.33, 66.67 100. 0D0Q0. 00O
MI N MAX 33.3, 100.0 100 . @aqo.o

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 131 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 34

N 5 1

ME AN -23.33 0.00
SD 27.889 N. A.
MEDI AN -16.67 0.00
Q1, Q3 -33.39,. 00 000, 0.00
MI N MAX -66. 70,0 0. 0000
CYCLE 36

N 1 0

ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

CHANGEF R O BASELINE AT CYCLE 36

N 1 0

ME AN 0.00

SD N. A.

MEDI AN 0.00

Q1, Q3 000, 0.00

MI N MAX 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024: 09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 132 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3

ME AN 72.22

SD 25.459

MEDI AN 66.67

Q1, Q3 5000, 100. 00
MI N MAX 50.0, 100.0
CHANGEF R O BASELINE AT CYCLE 37

N 3

ME AN -5.56

SD 25.459

MEDI AN 0.00

Q1, Q3 -33. 33667
MI N MAX -33.31,6.7
CYCLE 38

N 1

ME AN 50.00

SD N. A.
MEDI AN 50.00

Q1, Q3 50.00, 50.00
MI N MAX 500, 50.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i e nftrso Phase

2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 133 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 38
N 1
ME A N 16.67
SD N. A.
MEDI AN 16.67
Q1, Q3 16.67, 16.67
MI N MAX 167, 16. 7
CYCLE 40
N 1
ME A N 50.00
SD N. A.
MEDI AN 50.00
Q1, Q3 50.00, 50.00
M1 N MAX 500, 50. 0
CHANGEF R O BASELINE AT CYCLE 40
N 1
ME A N 16.67
SD N. A.
MEDI AN 16.67
Ql, Q3 16.67, 16.67
M1 N MAX 167, 16. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
17JUL2024:09: 53:

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 134 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 41

N 1

ME AN 50.00

SD N. A.
MEDI AN 50.00

Q1, Q3 50.00, 50.00
MI N MAX 500, 50.0
CHANGEF R O BASELINE AT CYCLE 41

N 1

ME AN 16.67

SD N. A.
MEDI AN 16.67

Q1, Q3 16.67, 16.67
MI N MAX 167, 16. 7
CYCLE 43

N 1

ME AN 66.67

SD N. A.
MEDI AN 66.67

Q1, Q3 66.67, 66.67
MI N MAX 667, 66. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
17JUL2024:09: 53:

Program Name: r tsypr oql gqteb3r02365. sas

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page

135 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43

N 1 0

ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33. 3

END OF TREATMENT

N 14 22

ME AN 80.95 75.76

SD 21.540 23.417

MEDI AN 83.33 83.33

Q1, Q3 8333, 100. 6667, 100. 00
MI N MAX 333, 100.0 16.7, 100.0
CHANGEF R O BASELINE AT END OF TREATMENT

N 14 22

ME AN 0.00 -6.82

SD 29.235 14.235

MEDI AN 0.00 0.00

Q1, Q3 -16.6D, 00 16.6D, 00
MI N MAX -33.383. 3 50.0L6. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 136 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
SOCIAL FUNCTI ONI NG
BASELI NE
N 52 81
ME AN 80.77 79.84
SD 27.093 24.961
MEDI AN 100.00 83.33
Q1, Q3 6667, 100. 00 6667, 100. 00
M1 N MAX 0. 0100.0 0. 0 100.0
CYCLE 2
N 46 73
ME AN 75.00 79.91
SD 25.276 26.199
MEDI AN 75.00 83.33
Q1, Q3 66.67, 100. 00 6667, 100. 00
M1 N MAX 0. 0100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE 2
N 45 72
ME AN -4.81 -0.23
SD 24.262 27.047
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 -16. 6D, 00
M1 N MAX -50. 066. 7 -6 6. 7100.0

DCOdate: 150C-R2 028 DBLdate: 15DE-Q2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c oL

Quest i on+Ceoirrae,

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page

137 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE3
N 40 58
MEAN 79.58 81.61
SD 20.145 24.321
MEDI AN 83.33 83.33
Q1, Q3 66.67, 100. 6667, 100. 00
MI N MAX 33.3, 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE3
N 39 57
MEAN -2.99 1.46
SD 31.732 26.405
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 0.00, 0.00
M1 N MAX -6 6. 7100.0 -6 6. 7100.0
CYCLE 4
N 39 53
MEAN 78.21 83.65
SD 23.925 19.196
MEDI AN 83.33 83.33
Q1, Q3 66.67, 100. 66.67, 100. 00
MI N MAX 16.7, 100.0 16.7, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 138 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE4
N 38 52
ME AN -3.95 3.53
SD 30.372 25.209
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 0.00, 0.00
MI N MAX -6 6. 71000 -50. 01000
CYCLES
N 39 44
ME AN 76.50 87.50
SD 28.284 16.125
MEDI AN 83.33 100.00
Q1, Q3 66.67, 100. 66.67, 100. 00
M1 N MAX 0. 000.0 50.0, 100.0
CHANGEF R O BASELINE AT CYCLES5
N 38 43
ME AN -5.70 7.75
SD 38.414 25.807
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 0.00, 16.67
M1 N MAX -100. @Qo.0 -33. 31000
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00061 Page 139 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE6
N 37 38
ME AN 76.58 86.84
SD 27.347 18.647
MEDI AN 83.33 100.00
Q1, Q3 6667, 100. 00 6667, 100. 00
MI N MAX 0. 0 100.0 33.3, 100.0
CHANGEF R O BASELINE AT CYCLE6
N 36 38
ME AN -6.94 6. 14
SD 37.027 23.062
MEDI AN 0.00 0.00
Q1, Q3 -33.3%®,.00 0.00, 16.67
MI N MAX -100. @Qo.0 -33. 3100.0
CYCLE7
N 35 38
ME AN 82.38 84.21
SD 24.234 22.907
MEDI AN 100.00 100.00
Q1, Q3 66.67, 100. 00 66.67, 100. 00
M1 N MAX 33.3, 100.0 16.7, 100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;
QoL = Qu al i df yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 140 of 405

EXH TKinai vseubj ect s EXR6

TKdpr et r e asubedts

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7
N 34 38
MEAN -1.47 3.95
SD 30.805 28.589
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 0.00, 16.67
MI N MAX -6 6. 71000 -50. 01000
CYCLES8
N 34 38
MEAN 79.90 84.21
SD 25.551 23.553
MEDI AN 83.33 100.00
Q1, Q3 66.67, 100. 66.67, 100. 00
MI N MAX 0. 0100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLES8
N 33 38
MEAN -3.54 3.07
SD 36.505 28.960
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 0.00, 16.67
MI N MAX -6 6. 7100.0 -6 6. 7100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 141 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE9
N 32 32
MEAN 80.21 82.81
SD 24.479 22.987
MEDI AN 83.33 100.00
Q1, Q3 6667, 100. 00 6667, 100. 00
MI N MAX 16.7, 100.0 16.7, 100.0
CHANGEF R O BASELINE AT CYCLE9
N 31 32
MEAN -4.30 3.13
SD 36.507 25.554
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 0.00, 8. 33
MI N MAX -6 6. 7100.0 -50. 0100.0
CYCLE 10
N 31 30
MEAN 82.80 82.78
SD 24.901 20.754
MEDI AN 100.00 83.33
Q1, Q3 66.67, 100. 00 66.67, 100. 00
MI N MAX 0. 0100.0 16.7, 100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 142 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10
N 30 30
ME AN -1.11 3.89
SD 36.340 27.917
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 -16. 6 16.67
M1 N MAX -6 6. 7100.0 -50. 0100.0
CYCLE 11
N 30 27
ME AN 79.44 88.27
SD 29.258 22.558
MEDI AN 100.00 100.00
Q1, Q3 66.67, 100. 00 8333, 100.00
M1 N MAX 0. 0100.0 16.7, 100.0
CHANGEF R O BASELINE AT CYCLE 11
N 29 27
ME AN -4.60 5.56
SD 33.599 29.598
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D,. 00 0.00, 16.67
M1 N MAX -100. 3. 3 -6 6. 7100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 143 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 12
N 27 23
ME AN 88.27 86.23
SD 22.558 17.154
MEDI AN 100.00 100.00
Q1, Q3 66.67, 100. 00 66.67, 100. 00
MI N MAX 16.7, 100.0 50.0, 100.0
CHANGEF R O BASELINE AT CYCLE 12
N 26 23
ME AN 2.56 3.62
SD 28.555 23.004
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 16.67
MI N MAX -50. 0100.0 -33.383.3
CYCLE 13
N 28 21
ME AN 84.52 82.54
SD 21.242 25.537
MEDI AN 100.00 100.00
Q1, Q3 66.67, 100. 00 66.67, 100. 00
M1 N MAX 33.3, 100.0 0. 0 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment
Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al
Program Path:
Program Name: r tsypr oql gqteb3r02365. sas

of Canc QoL

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 144 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 13
N 27 21
ME AN -1.85 3.97
SD 27.863 31.138
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 -16. 6 16.67
M1 N MAX -50. 0100.0 -66. 783. 3
CYCLE 14
N 21 13
ME AN 89.68 89.74
SD 17.059 16.013
MEDI AN 100.00 100.00
Q1, Q3 6667, 100. 00 6667, 100. 00
M1 N MAX 50.0, 100.0 66.7, 100.0
CHANGEF R O BASELINE AT CYCLE 14
N 20 13
ME AN 3.33 12.82
SD 31.344 34.125
MEDI AN 0.00 0.00
Q1, Q3 -833, 8.33 0.00, 33.33
M1 N MAX -3 3. 3100.0 -3 3. 3100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 145 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 15
N 28 16
ME AN 81.55 86.46
SD 24.985 19.454
MEDI AN 100.00 100.00
Q1, Q3 66.67, 100. 00 7500, 100.00
MI N MAX 0. 0 100.0 33.3, 100.0
CHANGEF R O BASELINE AT CYCLE 15
N 27 16
ME AN -5.56 7.29
SD 31.351 25.797
MEDI AN 0.00 0.00
Q1, Q3 -33.3%®,.00 0.00, 8. 33
MI N MAX -50. 0100.0 -33.383.3
CYCLE 16
N 21 13
ME AN 84.13 92.31
SD 18.616 18.777
MEDI AN 83.33 100.00
Q1, Q3 66.67, 100. 00 100. 0DQO0. 00O
M1 N MAX 33.3, 100.0 33.3, 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL«Z 3 0= Eur o p eCaganisation for
Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al
Program Path:
Program Name: r tsypr oql gqteb3r02365. sas

Research and Treatment of Can c QoL

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page

146 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16
N 21 13
ME AN -7.14 15.38
SD 22.713 32.247
MEDI AN 0.00 0.00
Q1, Q3 -33.38,.00 0.00, 16.67
M1 N MAX -33.350.0 -3 3. 3100.0
CYCLE 17
N 24 13
ME AN 84.72 83.33
SD 18.334 18.002
MEDI AN 91.67 83.33
Q1, Q3 66.67, 100. 6667, 100. 00
M1 N MAX 33.3, 100.0 50.0, 100.0
CHANGEF R O BASELINE AT CYCLE 17
N 23 13
ME AN -1.45 5.13
SD 29.264 24.893
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D,. 00 0.00, 0.00O0
M1 N MAX -3 3. 3100.0 -16. 766 . 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 147 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 18
N 11 8
MEAN 77.27 79.17
SD 23.889 24.801
MEDI AN 66.67 83.33
Q1, Q3 66.67, 100. 6667, 100. 00
MI N MAX 33.3, 100.0 33.3, 100.0
CHANGEF R OBASELINE AT CYCLE 18
N 11 8
MEAN -9.09 10.42
SD 17.262 40.764
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 0.00, 41.67
M1 N MAX -33.31,6.7 -66. 766 . 7
CYCLE 19
N 21 12
MEAN 78.57 93.06
SD 19.821 13.216
MEDI AN 66.67 100. 00
Q1, Q3 66.67, 100. 9167, 100. 00
M1 N MAX 33.3, 100.0 66.7, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 148 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19
N 21 12
MEAN -10. 32 16.67
SD 19.348 23.570
MEDI AN -16. 67 0.00
Q1, Q3 -33.38®,.00 0.00, 33.33
MI N MAX -33.333.3 0.066.7
CYCLE 20
N 10 5
MEAN 76.67 80.00
SD 22.498 18.257
MEDI AN 66.67 66.67
Q1, Q3 66.67, 100. 66.67, 100. 00
M1 N MAX 33.3, 100.0 66.7, 100.0
CHANGEF R O BASELINE AT CYCLE 20
N 10 5
MEAN -8.33 20.00
SD 26.352 29.814
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 0.00, 33.33
M1 N MAX -33.350.0 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qu al i df yLife;
portiante tri al
Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 149 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 21
N 13 8
ME AN 74.36 91.67
SD 23.189 8.909
MEDI AN 66.67 91.67
Q1, Q3 66.67, 100. 00 8333, 100.00
MI N MAX 33.3, 100.0 83.3, 100.0
CHANGEF R O BASELINE AT CYCLE 21
N 13 8
ME AN -11.54 16.67
SD 24.893 30.861
MEDI AN -16.67 8.33
Q1, Q3 -33.3%®,.00 0.00, 25.00
MI N MAX -33.350.0 -16. 783. 3
CYCLE 22
N 18 7
ME AN 75.93 78.57
SD 25.707 15.853
MEDI AN 75.00 66.67
Q1, Q3 66.67, 100. 00 66.67, 100. 00
M1 N MAX 33.3, 100.0 66.7, 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)

Seite156von 493

51



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 150 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22
N 18 7
ME AN -12.96 7.14
SD 22.547 30.211
MEDI AN -8.33 0.00
Q1, Q3 -33.38®,.00 0.00, 16.67
M1 N MAX -66. 7,6. 7 -33.366. 7
CYCLE 23
N 7 4
ME AN 64.29 79.17
SD 26.227 15.957
MEDI AN 66.67 75.00
Q1, Q3 33.33, 83.33 66.67, 91.67
M1 N MAX 33.3, 100.0 66.7, 100.0
CHANGEF R O BASELINE AT CYCLE 23
N 7 4
ME AN -19. 05 20.83
SD 11.501 31.549
MEDI AN -16. 67 8.33
Q1, Q3 -33.3316.67 0.00, 41.67
M1 N MAX -33. 300 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 151 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 24
N 11 4
ME AN 78.79 91.67
SD 26.968 9.623
MEDI AN 100.00 91.67
Q1, Q3 66.67, 100. 00 8333, 100.00
MI N MAX 33.3, 100.0 83.3, 100.0
CHANGEF R O BASELINE AT CYCLE 24
N 11 4
ME AN -12.12 33.33
SD 18.395 45.134
MEDI AN 0.00 16.67
Q1, Q3 -33.3%®,.00 8.33, 58.33
MI N MAX -33.31,6.7 0. 0 100.0
CYCLE 25
N 12 4
ME AN 79.17 79.17
SD 25.746 15.957
MEDI AN 91.67 75.00
Q1, Q3 66.67, 100. 00 66.67, 91.67
M1 N MAX 33.3, 100.0 66.7, 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment
Questionnaire - Core 30;
QoL = Qu al i df yLife;

portiante tri al

of Canc QoL

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 152 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25
N 12 4
ME AN -12.50 12.50
SD 17.588 59.900
MEDI AN -8.33 -8.33
Q1, Q3 -33.38®,.00 -25. 0 ®Q.00
M1 N MAX -33.34,6. 7 -3 3. 3100.0
CYCLE 26
N 4 2
ME AN 62.50 75.00
SD 34.359 11.785
MEDI AN 58.33 75.00
Q1, Q3 33.33, 91.67 66.67, 83.33
M1 N MAX 33.3, 100.0 66.7, 83. 3
CHANGEF R O BASELINE AT CYCLE 26
N 4 2
ME AN -16. 67 41.67
SD 13.608 58.926
MEDI AN -16. 67 41.67
Q1, Q3 -25. 00833 0.00, 83.33
M1 N MAX -33. 300 0.083.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 153 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 27
N 6 4
MEAN 72.22 79.17
SD 32.773 15.957
MEDI AN 83.33 75.00
Q1, Q3 3333, 100.00 66.67, 91.67
MI N MAX 33.3, 100.0 66.7, 100.0
CHANGEF R OBASELINE AT CYCLE 27
N 6 4
MEAN -11.11 20.83
SD 20.184 53.359
MEDI AN -8.33 0.00
Q1, Q3 -33.33®,.00 -8.33, 50.00
M1 N MAX -33.31,6.7 -16. 7100.0
CYCLE 28
N 9 4
MEAN 72.22 87.50
SD 23.570 15.957
MEDI AN 66.67 91.67
Q1, Q3 66.67, 100. 00 7500, 100.00
M1 N MAX 33.3, 100.0 66.7, 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 154 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28
N 9 4
ME AN -16. 67 4. 17
SD 18.634 20.972
MEDI AN -16. 67 0.00
Q1, Q3 -33.38®,.00 -8.33, 16.67
M1 N MAX -33.34,6. 7 -16. 733. 3
CYCLE 29
N 5 2
ME AN 66.67 66.67
SD 26.352 0.000
MEDI AN 66.67 66.67
Q1, Q3 50.00, 83.33 66.67, 66.67
M1 N MAX 33.3, 100.0 66.7, 66 . 7
CHANGEF R O BASELINE AT CYCLE 29
N 5 2
ME AN -16. 67 33.33
SD 11.785 47.140
MEDI AN -16. 67 33.33
Q1, Q3 -16. 6716. 67 0.00, 66.67
M1 N MAX -33. 300 0.066.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081 Page 155 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 30
N 2 3
ME AN 50.00 77.78
SD 23.570 19.245
MEDI AN 50.00 66.67
Q1, Q3 33.33, 66.67 66.67, 100. 00
M1 N MAX 333, 66. 7 66.7, 100.0
CHANGEF R O BASELINE AT CYCLE 30
N 2 3
ME AN -33.33 33.33
SD 0.000 33.333
MEDI AN -33.33 33.33
Q1, Q3 -33.3333.33 0.00, 66.67
M1 N MAX -33. 3-333 0.066.7
CYCLE 31
N 7 2
ME AN 61.90 66.67
SD 29.991 0.000
MEDI AN 66.67 66.67
Q1, Q3 3333, 100.00 66.67, 66.67
M1 N MAX 33.3, 100.0 66.7, 66. 7
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Pa

ge 156 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 31
N 7 2
ME AN -26.19 0.00
SD 23.288 0.000
MEDI AN -33.33 0.00
Q1, Q3 -33.3%,.00 0.00, 0.00
M1 N MAX -66. 700 0. 000
CYCLE 32
N 3 1
ME AN 72.22 83.33
SD 34.694 N. A.
MEDI AN 83.33 83.33
Q1, Q3 3333, 100.00 83.33, 83.33
MI N MAX 33.3, 100.0 833, 83. 3
CHANGEF R O BASELINE AT CYCLE 32
N 3 1
ME AN -16.67 16.67
SD 16.66 N. A.
MEDI AN -16. 67 16.67
Q1, Q3 -33.3%, 00 16.67, 16.67
MI N MAX -33. 300 16.7, 16. 7
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment
Questionnaire - Core 30;
QoL = Qu al i df yLife;
portiante tri al
Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

of Canc QoL

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 157 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 33
N 1 2
ME AN 33.33 83.33
SD N. A. 23.570
MEDI AN 33.33 83.33
Q1, Q3 33.33, 33.33 66.67, 100. 00
MI N MAX 333, 33.3 66.7, 100.0
CHANGEF R O BASELINE AT CYCLE 33
N 1 2
ME AN -16.67 16.67
SD N. A. 23.570
MEDI AN -16.67 16.67
Q1, Q3 -16.6716. 67 0.00, 33.33
MI N MAX -16. 7-16.7 0.033.3
CYCLE 34
N 5 1
ME AN 73.33 100.00
SD 27.889 N. A.
MEDI AN 66.67 100.00
Q1, Q3 66.67, 100. 00 100. 0DQO0. 00O
M1 N MAX 33.3, 100.0 100. @Qo.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL«Z 3 0= Eur o p eCaganisation for
Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al
Program Path:

Research and Treatment

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024: 09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 158 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 34

N 5 1

ME AN -16.67 33.33

SD 16.667 N. A.
MEDI AN -16.67 33.33

Q1, Q3 -33.39,. 00 3333, 33.33
MI N MAX -33. 300 333, 33. 3
CYCLE 36

N 1 0

ME AN 50.00

SD N. A.

MEDI AN 50.00

Q1, Q3 50.00, 50.00

MI N MAX 500, 50.0

CHANGEF R O BASELINE AT CYCLE 36

N 1 0

ME AN 0.00

SD N. A.

MEDI AN 0.00

Q1, Q3 000, 0.00

MI N MAX 0. 000

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 159 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3

ME AN 66.67

SD 33.333

MEDI AN 66.67

Q1, Q3 3333, 100.00
MI N MAX 333, 100.0
CHANGEF R O BASELINE AT CYCLE 37

N 3

ME AN -16.67

SD 16.667

MEDI AN -16.67

Q1, Q3 -33.33, 00
MI N MAX -33. 300
CYCLE 38

N 1

ME AN 33.33

SD N. A.
MEDI AN 33.33

Q1, Q3 3333, 33.33
MI N MAX 333, 33.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 160 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82

CHANGEF R O BASELINE AT CYCLE 38
N

ME AN -1
SD

MEDI AN -
Q1, Q3 -
M1 N MAX -

~

~N~

. 67

[ENINYIN
conZoat
~oo>o
=

o

~No

CYCLE 40

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

CHANGEF R O BASELINE AT CYCLE 40

N

ME AN -1
SD

MEDI AN -1
Q1, Q3 -1
MI N MAX -1

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 161 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 41
N 1
ME AN 33.33
SD N. A.
MEDI AN 33.33
Q1, Q3 33.33, 33.33
MI N MAX 333, 33.3
CHANGEF R O BASELINE AT CYCLE 41
N 1
ME AN -16. 67
SD N. A.
MEDI AN -16. 67
Q1, Q3 -16.6716. 67
MI N MAX -16. 7-16.7
CYCLE 43
N 1
ME AN 33.33
SD N. A.
MEDI AN 33.33
Q1, Q3 33.33, 33.33
M1 N MAX 333, 33.3
DCOdate: 150C-2 0238 DBL date: 15DE-2 023
EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;
QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 162 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43
N 1 0
MEAN -16.67
SD N. A.
MEDI| AN -16.67
Q1, Q3 -16.6716.67
MI N MAX -16. 7-16.7
END OF TREATMENT
N 14 22
ME AN 70.24 71.97
SD 28.629 33.879
MEDI AN 66.67 83.33
Q1, Q3 5000, 100.00 6667, 100.00
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R O BASELINE AT END OF TREATMENT
N 14 22
MEAN -2.38 -15.15
SD 15.821 33.692
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00 -16.6D, 00
MI N MAX -33.31,6. 7 -83.333. 3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 163 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
FATIGUE
BASELI NE
N 52 81
ME A N 26.71 31.69
SD 23.104 26.064
MEDI AN 2222 33.33
Q1, Q3 11.11, 33.33 1111, 44.44
MI N MAX 0. 0 100.0 0. 0 100.0
CYCLE 2
N 46 74
ME AN 28.74 2477
SD 22.046 21.726
MEDI AN 2222 22.22
Q1, Q3 11.11, 33.33 1111, 33.33
MI N MAX 0.088.9 0.088.9
CHANGEF R O BASELINE AT CYCLE 2
N 45 73
ME AN 2.22 -6.24
SD 22.918 24.913
MEDI AN 0.00 0.00
Q1, Q3 -11. 11311 -22.2D, 00
MI N MAX -77.866.7 -66. 766. 7

DCOdate: 150C-R2 028 DBLdate: 15DE-Q2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 164 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE3
N 41 58
ME AN 26.02 24.71
SD 20.429 24.276
MEDI AN 33.33 22.22
Q1, Q3 11.11, 33.33 0.00, 33.33
M1 N MAX 0.077.8 0. 0100.0
CHANGEF R O BASELINE AT CYCLE3
N 40 57
ME AN 2.50 -4.48
SD 23.669 23.084
MEDI AN 0.00 0.00
Q1, Q3 -11. 11111 -11. 11111
M1 N MAX -66. 766 . 7 -66. 733. 3
CYCLE 4
N 39 53
ME AN 25.07 23.69
SD 20.507 22.306
MEDI AN 22.22 22.22
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0.083.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p eCaganisation for Research and Treatment of Can c oL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 165 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 4
N 38 52
ME AN 1.17 -6.62
SD 27.435 24.304
MEDI AN 0.00 0.00
Q1, Q3 0.00, 22.22 -19. 44111
M1 N MAX -100. ®4. 4 -55.666. 7
CYCLES5
N 39 45
ME AN 23.93 25.31
SD 20.158 24.029
MEDI AN 33.33 22.22
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0.083.3
CHANGEF R O BASELINE AT CYCLES
N 38 44
ME AN -0.58 -6.69
SD 28.760 24.630
MEDI AN 0.00 0.00
Q1, Q3 -11. 12222 -22.23, 33
M1 N MAX -88.944. 4 -66.744. 4

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTQL @ 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 166 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE®6
N 37 38
ME AN 26.13 19.30
SD 22.256 24.600
MEDI AN 22.22 11.11
Q1, Q3 11.11, 4444 0.00, 33.33
M1 N MAX 0.077.8 0.088.9
CHANGEF R O BASELINE AT CYCLE®6
N 36 38
ME AN 1.54 -9.36
SD 29.595 22.301
MEDI AN 0.00 -5.56
Q1, Q3 -11. 12222 -22.2D, 00
M1 N MAX -100. &#4. 4 -55.633. 3
CYCLE7
N 35 38
ME AN 22.22 19.88
SD 21.047 22.246
MEDI AN 22.22 11.11
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.077.8 0.077.8

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 167 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7

N 34 38

ME AN -1.31 -10.53

SD 25771 24771

MEDI AN 0.00 11,11
Q1, Q3 -22. 22222 -33. 33111
MI N MAX -77.833. 3 -66.733. 3
CYCLE S8

N 34 38

ME AN 21.90 22.22

SD 21.966 21.458

MEDI AN 2222 22.22

Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066. 7 0.077.8
CHANGEF R O BASELINE AT CYCLE 8

N 33 38

ME AN -1.68 -6.73

SD 25.778 22.303

MEDI AN 0.00 0.00

Q1, Q3 -11. 112222 -22. 22111
MI N MAX -66. 744 . 4 -55.633. 3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 168 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE9

N 32 32

ME AN 25.00 27.08

SD 21.120 26.163

MEDI AN 2222 33.33

Q1, Q3 5.56, 33.33 0.00, 33.33
MI N MAX 0.066. 7 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE9

N 31 32

ME AN 1.08 -4.86

SD 30.001 21.849

MEDI AN 0.00 -5.56

Q1, Q3 -11. 112222 -22.25,56
MI N MAX -77.855. 6 -44.433. 3
CYCLE 10

N 31 30

ME AN 2151 23.33

SD 19.444 22.479

MEDI AN 2222 22.22

Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066. 7 0.088.9

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 169 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10

N 30 30

ME AN -3.33 -8.15

SD 30.763 20.619

MEDI AN 0.00 -11.11

Q1, Q3 -22. 22222 -22.2D, 00
MI N MAX -77.844. 4 -44.433. 3
CYCLE 11

N 30 27

ME AN 24.81 21.40

SD 22730 23.046

MEDI AN 2222 22.22

Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.077.8 0.088. 9
CHANGEF R O BASELINE AT CYCLE 11

N 29 27

ME AN -0.38 -4.94

SD 24.030 23,537

MEDI AN 0.00 0.00

Q1, Q3 -11. 11111 -22.2D, 00
MI N MAX -77.844. 4 -44.455. 6

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 170 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 12
N 27 23
ME AN 22.63 18.84
SD 20.783 23.073
MEDI AN 22.22 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.077.8 0.066.7
CHANGEF R O BASELINE AT CYCLE 12
N 26 23
ME AN -2.14 -7.73
SD 25.145 21.303
MEDI AN 0.00 0.00
Q1, Q3 -22.22111 -22.2D, 00
M1 N MAX -77.855. 6 -55.633. 3
CYCLE 13
N 28 21
ME AN 21.03 23.28
SD 21.242 25.557
MEDI AN 22.22 22.22
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0. 0100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 171 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 13

N 27 21

ME AN -2.06 -2.12

SD 24.467 23.470

MEDI AN 0.00 0.00

Q1, Q3 -22. 22222 -11. 11111
MI N MAX -66.733. 3 -44.455. 6
CYCLE 14

N 21 13

ME AN 26.98 23.93

SD 17.768 22611

MEDI AN 33.33 11.11

Q1, Q3 11.11, 33.33 1111, 33.33
MI N MAX 0.066. 7 0.077.8
CHANGEF R O BASELINE AT CYCLE 14

N 20 13

ME AN 2.78 -3.42

SD 27.894 24.589

MEDI AN 11.11 0.00

Q1, Q3 -11. 11667 -11. 11111
MI N MAX -77.844. 4 -44.433. 3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 172 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 15
N 28 16
ME AN 26.59 16.67
SD 25.362 24.343
MEDI AN 27.78 0.00
Q1, Q3 0.00, 44.44 0.00, 27.78
M1 N MAX 0.088.9 0.077.8
CHANGEF R O BASELINE AT CYCLE 15
N 27 16
ME AN 3.29 -6.94
SD 28.381 23.263
MEDI AN 0.00 0.00
Q1, Q3 -11. 12222 -22.22D, 00
M1 N MAX -66. 744. 4 -44. 444 . 4
CYCLE 16
N 21 13
ME AN 26.46 14.53
SD 23.695 17.792
MEDI AN 22.22 0.00
Q1, Q3 0.00, 44.44 0.00, 33.33
M1 N MAX 0.066.7 0.044. 4

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seitel79von 493



Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 173 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16

N 21 13

ME AN 4.23 -11.11

SD 29.706 24.003

MEDI AN 0.00 0.00

Q1, Q3 -11. 12222 -33.33, 00
MI N MAX -55.666. 7 -44.433. 3
CYCLE 17

N 24 13

ME AN 28.24 19.66

SD 20.974 23.198

MEDI AN 33.33 11.11

Q1, Q3 11.11, 38.89 0.00, 33.33
MI N MAX 0.066. 7 0.066. 7
CHANGEF R O BASELINE AT CYCLE 17

N 23 13

ME AN 1.45 -0.85

SD 22549 22.435

MEDI AN 11.11 0.00

Q1, Q3 -22. 22222 -11. 11111
MI N MAX -44.433. 3 -44.433. 3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite180von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 174 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 18
N 11 8
ME AN 27.27 22.22
SD 20.101 22.222
MEDI AN 33.33 16.67
Q1, Q3 11.11, 4444 5.56, 33.33
M1 N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE 18
N 11 8
ME AN 0.00 -9.72
SD 30.631 19.188
MEDI AN 0.00 -5.56
Q1, Q3 -22. 23333 -22.25,56
M1 N MAX -55.644. 4 -44.41,1. 1
CYCLE 19
N 21 12
ME AN 26.46 17.59
SD 20.928 21.947
MEDI AN 22.22 5.56
Q1, Q3 11.11, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0.055.6

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)

Seite181von 493
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 175 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19

N 21 12

ME AN 3.70 -4.63

SD 21.469 16.723

MEDI AN 0.00 0.00

Q1, Q3 -11. 12222 11.1D, 00
MI N MAX 44, 444 . 4 44,422 . 2
CYCLE 20

N 10 5

ME AN 32.22 24.44

SD 14.296 25.337

MEDI AN 33.33 22.22

Q1, Q3 2222, 44.44 0.00, 44.44
MI N MAX 111, 55. 6 0.055. 6
CHANGEF R O BASELINE AT CYCLE 20

N 10 5

ME AN 1.11 -4.44

SD 25.364 16.851

MEDI AN 5.56 11.11
Q1, Q3 -11. 112222 11.1D, 00
MI N MAX -55.622. 2 22.222.2

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 176 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 21
N 13 8
ME AN 27.35 6.94
SD 20.090 8.267
MEDI AN 22.22 5.56
Q1, Q3 11.11, 33.33 0.00, 11.11
M1 N MAX 0.066.7 0.022.2
CHANGEF R OBASELINE AT CYCLE 21
N 13 8
ME AN 2.56 -8.33
SD 21.350 16.534
MEDI AN 0.00 -5.56
Q1, Q3 -11. 12222 -22.25%,56
M1 N MAX -44 .43 3. 3 -33.31,1. 1
CYCLE 22
N 18 7
ME AN 23.46 12.70
SD 21.181 13.500
MEDI AN 22.22 11.11
Q1, Q3 0.00, 33.33 0.00, 22.22
M1 N MAX 0.0p6.7 0.033.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite183von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 177 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22
N 18 7
ME AN 0.00 -9.52
SD 20.523 11.878
MEDI AN 0.00 11. 11
Q1, Q3 -11. 11111 11. 1D, 00
M1 N MAX -33.333. 3 33. 300
CYCLE 23
N 7 4
ME AN 33.33 13.89
SD 18.144 16.667
MEDI AN 33.33 11.11
Q1, Q3 22.22, 4444 0.00, 27.78
M1 N MAX 111, 66. 7 0.033.3
CHANGEF R O BASELINE AT CYCLE 23
N 7 4
ME AN 7.94 16.67
SD 18.937 6.41
MEDI AN 22.22 16.67
Q1, Q3 -11. 12222 22.2211.11
M1 N MAX -22.222.2 22. 2-111
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@3 0= Eur opebamgani s afori ®kesearch and Treatment

Quest i on+Caoirrae,
QoL = Qu al i af yLife;

portiante tri al
Program Path:

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i e nftrso Phase

2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)

Seite184von 493

51



Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 178 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 24
N 11 4
ME AN 23.23 25.00
SD 21.346 16.667
MEDI AN 33.33 22.22
Q1, Q3 0.00, 33.33 11.11, 38.89
M1 N MAX 0.066.7 111, 44. 4
CHANGEF R O BASELINE AT CYCLE 24
N 11 4
ME AN 7.07 2.78
SD 16.683 33.179
MEDI AN 0.00 11.11
Q1, Q3 0.00, 22.22 -16. 6 2222
M1 N MAX -22.233. 3 -44.433. 3
CYCLE 25
N 12 4
ME AN 25.00 16.67
SD 24.675 14.344
MEDI AN 22.22 16.67
Q1, Q3 0.00, 38.89 5.56, 27.78
M1 N MAX 0.066.7 0.033.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 179 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25
N 12 4
ME AN 6. 48 -13.89
SD 21.429 21.033
MEDI AN 11.11 -5.56
Q1, Q3 -5.56, 2222 -27.78®, 00
M1 N MAX -33.344. 4 -4 4. 400
CYCLE 26
N 4 2
ME AN 55.56 27.78
SD 15.713 7.857
MEDI AN 61.11 27.78
Q1, Q3 4444, 66.67 22.22, 33.33
M1 N MAX 333, 66. 7 222, 33.3
CHANGEF R O BASELINE AT CYCLE 26
N 4 2
ME AN 27.78 -16. 67
SD 6.415 23.570
MEDI AN 27.78 -16.67
Q1, Q3 22.22, 33.33 -33.39®, 00
M1 N MAX 222, 33.3 -33. 300

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 180 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 27

N 6 4

ME AN 27.78 19.44

SD 28.760 16.667

MEDI AN 2222 22.22

Q1, Q3 0.00, 55.56 5.56, 33.33
MI N MAX 0.066. 7 0.033. 3
CHANGEF R O BASELINE AT CYCLE 27

N 6 4

ME AN 9.26 -2.78

SD 20.387 13.981

MEDI AN 11.11 0.00

Q1, Q3 0.00, 22.22 -11.15, 56
MI N MAX -22.233. 3 -22.211. 1
CYCLE 28

N 9 4

ME AN 28.40 22.22

SD 26.124 27.217

MEDI AN 33.33 16.67

Q1, Q3 0.00, 33.33 0.00, 44.44
MI N MAX 0.066. 7 0.055. 6

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 181 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28
N 9 4
ME AN 8.64 5.56
SD 20.621 11111
MEDI AN 0.00 0.00
Q1, Q3 0.00, 22.22 0.00, 1111
M1 N MAX -22. 244 . 4 0.022.2
CYCLE 29
N 5 2
ME AN 42.22 33.33
SD 14.487 0.000
MEDI AN 44.44 33.33
Q1, Q3 33.33, 55.56 33.33, 33.33
M1 N MAX 222, 55. 6 333, 33.3
CHANGEF R O BASELINE AT CYCLE 29
N 5 2
ME AN 17.78 -11.11
SD 9.938 15.713
MEDI AN 11.11 -11.11
Q1, Q3 11.11, 2222 -22.2D, 00
M1 N MAX 111, 33. 3 -22. 200

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 182 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 30

N 2 3

ME AN 38.89 37.04

SD 7.857 23.130

MEDI AN 38.89 44.44

Q1, Q3 3333, 44.44 1111, 55.56
MI N MAX 333, 44. 4 111, 55. 6
CHANGEF R O BASELINE AT CYCLE 30

N 2 3

ME AN 22.22 7.41

SD 0.000 6.415

MEDI AN 2222 11.11

Q1, Q3 2222, 2222 0.00, 11.11
MI N MAX 222, 22.2 0.011.1
CYCLE 31

N 7 2

ME AN 38.10 22.22

SD 28.586 31.427

MEDI AN 44.44 22.22

Q1, Q3 0.00, 66.67 0.00, 44.44
MI N MAX 0.066.7 0.044. 4

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 183 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 31

N 7 2

ME AN 17.46 5.56

SD 25545 7.857

MEDI AN 33.33 5.56

Q1, Q3 0.00, 33.33 0.00, 11.11
MI N MAX -33.333. 3 0.011.1
CYCLE 32

N 3 1

ME AN 51.85 33.33

SD 25.660 N. A.
MEDI AN 66.67 33.33

Q1, Q3 2222, 66.67 33.33, 33.33
MI N MAX 222, 66.7 333, 33.3
CHANGEF R O BASELINE AT CYCLE 32

N 3 1

ME AN 29.63 0.00

SD 16.973 N. A.
MEDI AN 33.33 0.00

Q1, Q3 1111, 44.44 000, 0.00
MI N MAX 111, 44. 4 0.000

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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51



Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 184 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 33

N 1 2

ME AN 66.67 11.11

SD N. A. 15.713

MEDI AN 66.67 11.11

Q1, Q3 66.67, 66.67 0.00, 22.22
M1 N MAX 66.7, 66. 7 0.022. 2
CHANGEF R O BASELINE AT CYCLE 33

N 1 2

ME AN 22.22 -556

SD N. A. 7.857

MEDI AN 22.22 -556

Q1, Q3 2222, 2222 -11.1D, 00
M1 N MAX 222, 22.2 -11. 100
CYCLE 34

N 5 1

ME AN 37.78 0.00

SD 23.040 N. A.
MEDI AN 33.33 0.00

Q1, Q3 2222, 5556 000, 0.00
M1 N MAX 111, 66. 7 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 185 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 34
N 5 1
ME AN 13.33 0.00
SD 18.257 N. A.
MEDI AN 2222 0.00
Q1, Q3 0.00, 22.22 000, 0.00
MI N MAX -11.133. 3 0.0000
CYCLE 36
N 1
ME AN 55.56
SD N. A.
MEDI AN 55.56
Q1, Q3 55.56, 55.56
MI N MAX 556, 55. 6

CHANGEF R O BASELINE AT CYCLE 36

N 1

MEAN 1111

SD N. A.
MEDI AN 11.11

Q1, Q3 1111, 11.11
MI N MAX 111, 11. 1

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 186 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3 0
ME AN 33.33

SD 33.333

MEDI AN 33.33

Q1, Q3 0.00, 66.67

MI N MAX 0.066. 7

CHANGEF R O BASELINE AT CYCLE 37

N 3 0
ME AN 3.70

SD 32.075

MEDI AN 2222

Q1, Q3 -33. 32222

MI N MAX -33.322.2

CYCLE 38

N 1 0
ME AN 66.67

SD N. A.

MEDI AN 66.67

Q1, Q3 66.67, 66.67

MI N MAX 667, 66. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 187 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 38

N 1 0
MEAN 22.22

SD N. A.

MEDI| AN 22.22

Q1, Q3 2222, 2222

MI N MAX 222, 22.2

CYCLE 40

N 1 0
ME AN 77.78

SD N. A.

MEDI AN 77.78

Q1, Q3 77.78, 77.78

MI N MAX 778, 77.8

CHANGEF R O BASELINE AT CYCLE 40

N 1 0
MEAN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 33.33, 33.33

MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 188 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 41

N 1 0
ME AN 66.67

SD N. A.

MEDI AN 66.67

Q1, Q3 66.67, 66.67

MI N MAX 667, 66. 7

CHANGEF R O BASELINE AT CYCLE 41

N 1 0
ME AN 22.22

SD N. A.

MEDI AN 2222

Q1, Q3 2222, 2222

MI N MAX 222, 22.2

CYCLE 43

N 1 0
ME AN 55.56

SD N. A.

MEDI AN 55.56

Q1, Q3 55.56, 55.56

MI N MAX 556, 55. 6

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 189 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43
N 1 0
ME AN 11.11
SD N. A.
MEDI AN 11.11
Q1, Q3 1111, 1111
MI N MAX 111, 11.1
END OF TREATMENT
N 14 22
ME AN 44.44 31.31
SD 28.578 32.645
MEDI AN 33.33 27.78
Q1, Q3 3333, 66.67 0.00, 44.44
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R O BASELINE AT END OF TREATMENT
N 14 22
ME AN 10.32 1.01
SD 14.098 25.867
MEDI AN 11.11 0.00
Q1, Q3 0.00, 22.22 -11. 11111
MI N MAX -22.233. 3 “44. 466 . 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c QoL

Quest i on+Caoirrae,

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 190 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
NAUSEAAND VOMI T1 NG
BASELI NE
N 52 81
ME AN 3.85 6.58
SD 8.489 14.356
MEDI AN 0.00 0.00
Q1, Q3 000, 0. 00O 000, 0.00O
M1 N MAX 0.033.3 0.083.3
CYCLE 2
N 46 74
ME AN 4. 71 4.05
SD 10.342 13.176
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX 0.033.3 0. 0100.0
CHANGEF R O BASELINE AT CYCLE 2
N 45 73
ME AN 1.11 -251
SD 13.007 17.931
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX -33.333. 3 -83.383. 3

DCOdate: 150C-R2 028 DBLdate: 15DE-Q2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00061 Page 191 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 3
N 41 58
ME AN 2.44 3.45
SD 7.959 10.705
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00
MI N MAX 0.033.3 0.066.7
CHANGEF R O BASELINE AT CYCLE3
N 40 57
ME AN -0.83 -3.22
SD 11.291 16.797
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX -33.333.3 -83.333.3
CYCLE 4
N 39 53
ME AN 2.14 1.57
SD 5.645 5.905
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX 0.016.7 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 192 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 4

N 38 52

ME AN -0.88 -4.17

SD 9.450 12.294

MEDI AN 0.00 0.00

Q1, Q3 000, 0.00 000, 0.00
M1 N MAX -33.31,6.7 -66.71,6. 7
CYCLES5

N 39 45

ME AN 2.14 2.96

SD 6.818 9.593

MEDI AN 0.00 0.00

Q1, Q3 000, 0.00 000, 0.00
M1 N MAX 0.033.3 0.050.0
CHANGEF R O BASELINE AT CYCLES

N 38 44

ME AN -1.32 -3.41

SD 11.218 13.246

MEDI AN 0.00 0.00

Q1, Q3 000, 0.00 000, 0.00
M1 N MAX -33.333. 3 -50.033. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 193 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53

N = 82

CYCLE®6

N 37 38

MEAN 3.60 1.32

SD 8.902 5.980

MEDI AN 0.00 0.00

Q1, Q3 000, 0.00O0 000, 0.00O
MI N MAX 0.033.3 0.033.3
CHANGEF R O BASELINE AT CYCLEG6

N 36 38

MEAN 0.00 -3.07

SD 12.599 13.342

MEDI AN 0.00 0.00

Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX -33.333. 3 -50.033. 3
CYCLE7

N 35 38

MEAN 3.81 1.32

SD 11.494 5.980

MEDI AN 0.00 0.00

Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX 0.050.0 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 194 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7
N 34 38
MEAN 0.49 -3.07
SD 15.616 9.376
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
MI N MAX -33.350.0 -33.31,6.7
CYCLES8
N 34 38
MEAN 1.96 3.51
SD 6.822 12.350
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX 0.033.3 0.066.7
CHANGEF R O BASELINE AT CYCLES8
N 33 38
MEAN -1.52 -0.44
SD 12.050 13.693
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX -33.333. 3 -33.366. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 195 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE9
N 32 32
MEAN 2.60 3.13
SD 7.465 9.871
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00O0 000, 0.00O
MI N MAX 0.033.3 0.050.0
CHANGEF R O BASELINE AT CYCLE9
N 31 32
MEAN -1.08 -1.56
SD 12.864 10.676
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX -33.333. 3 -33.3L,6.7
CYCLE 10
N 31 30
MEAN 1.08 2.78
SD 5.987 7.686
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX 0.033.3 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 196 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10
N 30 30
ME AN -2.78 -2.22
SD 11.649 12.172
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
M1 N MAX -33.333. 3 -33.333.3
CYCLE 11
N 30 27
ME AN 2.22 3.09
SD 7.236 8.056
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX 0.033.3 0.033.3
CHANGEF R O BASELINE AT CYCLE 11
N 29 27
ME AN -1.72 1.23
SD 12.867 9.159
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX -33.333. 3 -16. 733. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 197 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 12
N 27 23
ME AN 3.09 2.90
SD 8.056 6.459
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX 0.033.3 0.016.7
CHANGEF R O BASELINE AT CYCLE 12
N 26 23
ME AN 0.00 0.72
SD 12.472 9.372
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX -33.333.3 -16. 7L,6. 7
CYCLE 13
N 28 21
ME AN 3.57 0.79
SD 8.311 3.637
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00O0
M1 N MAX 0.033.3 0.016.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 198 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 13
N 27 21
ME AN 0.62 -1.59
SD 10.822 7.274
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
M1 N MAX -33.333. 3 -16. 7L,6. 7
CYCLE 14
N 21 13
ME AN 6. 35 6. 41
SD 16.224 8.439
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 0.00, 16.67
M1 N MAX 0.066.7 0.016.7
CHANGEF R O BASELINE AT CYCLE 14
N 20 13
ME AN 1.67 3.85
SD 9.208 7.309
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00O 000, 0.00O
M1 N MAX -16. 733. 3 0.016.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 199 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 15
N 28 16
ME AN 2.38 2.08
SD 7.473 5.693
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX 0.033.3 0.016.7
CHANGEF R O BASELINE AT CYCLE 15
N 27 16
ME AN -0.62 0.00
SD 11.768 8.607
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX -33.333.3 -16. 7L,6. 7
CYCLE 16
N 21 13
ME AN 5.56 1.28
SD 13.264 4.623
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00O0
M1 N MAX 0.050.0 0.016.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 200 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16
N 21 13
ME AN 3.17 -1.28
SD 16.346 8.226
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
M1 N MAX -33.350.0 -16. 7L,6. 7
CYCLE 17
N 24 13
ME AN 4. 17 0.00
SD 10.132 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX 0.033.3 0. 000
CHANGEF R O BASELINE AT CYCLE 17
N 23 13
ME AN 0.72 -1.28
SD 12.790 4.623
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O
M1 N MAX -33.333. 3 -16. 700

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 201 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 18
N 11 8
ME AN 3.03 10.42
SD 6.742 23.465
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 0.00, 8. 33
MI N MAX 0.016.7 0.066.7
CHANGEF R O BASELINE AT CYCLE 18
N 11 8
ME AN 0.00 8.33
SD 10.541 25.198
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 8. 33
MI N MAX -16. 71,6. 7 -16. 766. 7
CYCLE 19
N 21 12
ME AN 3.17 0.00
SD 6.706 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX 0.016.7 0. 0000

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL- @3 0= Eur opebamgani s afori ®kesearch and Treatment of Can c oL

Quest i on+Caoirrae,

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 202 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19
N 21 12
ME AN -0.79 -1.39
SD 11.151 4811
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX -33.3L,6.7 -16. 700
CYCLE 20
N 10 5
ME AN 1.67 0.00
SD 5.270 0.000
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 000, 0.00
MI N MAX 0.016.7 0. 000
CHANGEF R O BASELINE AT CYCLE 20
N 10 5
ME AN 0.00 -3.33
SD 7.857 7.454
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 000, 0.00
M1 N MAX -16. 7L,6. 7 -16. 700
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 203 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 21
N 13 8
ME AN 0.00 0.00
SD 0.000 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX 0. 000 0. 000
CHANGEF R O BASELINE AT CYCLE 21
N 13 8
ME AN -5.13 -2.08
SD 10.507 5.893
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00O0
MI N MAX -33. 300 -16. 700
CYCLE 22
N 18 7
ME AN 0.00 0.00
SD 0.000 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX 0. 000 0. 0000
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al
Program Path:

Research and Treatment

of Canc QoL

to pat i e nftrso Phase

2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)

Seite210von 493

51



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 204 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22
N 18 7
ME AN -3.70 -2.38
SD 9.139 6.299
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.0O
M1 N MAX -33. 300 -16. 700
CYCLE 23
N 7 4
ME AN 2.38 0.00
SD 6.299 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX 0.016.7 0. 000
CHANGEF R O BASELINE AT CYCLE 23
N 7 4
ME AN 0.00 -4.17
SD 9.623 8.333
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 -833, 0.00
M1 N MAX -16. 71,6. 7 -16. 700

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2
portiante trial.

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 205 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 24
N 11 4
MEAN 0.00 4. 17
SD 0.000 8.333
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 0.00, 8. 33
MI N MAX 0. 000 0.016.7
CHANGEF R OBASELINE AT CYCLE 24
N 11 4
MEAN -6.06 0.00
SD 11.237 0.000
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 0.00, 0.00
MI N MAX -33. 300 0. 000
CYCLE 25
N 12 4
MEAN 0.00 0.00
SD 0.000 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX 0. 000 0. 000

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 206 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25

N 12 4

ME AN -5.56 -4.17

SD 10.856 8.333

MEDI AN 0.00 0.00

Q1, Q3 -833, 0.00 -833, 0.00
MI N MAX -33. 300 -16. 700
CYCLE 26

N 4 2

ME AN 4.17 0.00

SD 8.333 0.000

MEDI AN 0.00 0.00

Q1, Q3 0.00, 8. 33 000, 0.00
MI N MAX 0.016. 7 0. 0000
CHANGEF R O BASELINE AT CYCLE 26

N 4 2

ME AN 0.00 -8.33

SD 13.608 11.785

MEDI AN 0.00 -8.33

Q1, Q3 -833, 8.33 -16.6D, 00
MI N MAX -16.7,6. 7 -16. 700

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2
portiante trial.

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024: 09: 53:
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 207 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 27
N 6 4
MEAN 0.00 0.00
SD 0.000 0.000
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.0O
MI N MAX 0. 000 0.000
CHANGEF R OBASELINE AT CYCLE 27
N 6 4
MEAN -8.33 -4.17
SD 13.944 8.333
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 -833, 0.00
MI N MAX -33. 300 -16. 700
CYCLE 28
N 9 4
MEAN 7.41 0.00
SD 12.108 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 0.00
MI N MAX 0.033.3 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024: 09: 53:
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 208 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28
N 9 4
ME AN 0.00 0.00
SD 16.667 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 000, 0.00O
M1 N MAX -33.34,6. 7 0. 000
CYCLE 29
N 5 2
ME AN 6. 67 0.00
SD 9.129 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 0. 00O
M1 N MAX 0.016.7 0. 000
CHANGEF R O BASELINE AT CYCLE 29
N 5 2
ME AN 3.33 -8.33
SD 7.454 11.785
MEDI AN 0.00 -8.33
Q1, Q3 0.00, 0. 00O -16. 6D, 00
M1 N MAX 0.016.7 -16. 700

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 209 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 30
N 2 3
ME AN 8.33 5.56
SD 11.785 9.623
MEDI AN 8.33 0.00
Q1, Q3 0.00, 16.67 0.00, 16.67
MI N MAX 0.016.7 0.016.7
CHANGEF R O BASELINE AT CYCLE 30
N 2 3
ME AN 8.33 0.00
SD 11.785 0.000
MEDI AN 8.33 0.00
Q1, Q3 0.00, 16.67 0.00, 0.00
MI N MAX 0.016.7 0. 000
CYCLE 31
N 7 2
ME AN 2.38 0.00
SD 6.299 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX 0.016.7 0. 000

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 210 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 31

N 7 2

ME AN -2.38 0.00

SD 11.501 0.000

MEDI AN 0.00 0.00

Q1, Q3 -16. 6D, 00 000, 0.00O0
M1 N MAX -16. 7,6. 7 0. 000
CYCLE 32

N 3 1

ME AN 5.56 0.00

SD 9.623 N. A.
MEDI AN 0.00 0.00

Q1, Q3 0.00, 16.67 000, 0.00O0
M1 N MAX 0.016.7 0. 000
CHANGEF R O BASELINE AT CYCLE 32

N 3 1

ME AN 5.56 0.00

SD 9.623 N. A.
MEDI AN 0.00 0.00

Q1, Q3 0.00, 16.67 000, 0.00O0
M1 N MAX 0.016.7 0. 0000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 211 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 33
N 1 2
ME AN 0.00 0.00
SD N. A. 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX 0. 000 0. 000
CHANGEF R O BASELINE AT CYCLE 33
N 1 2
ME AN -16.67 0.00
SD N. A. 0.000
MEDI AN -16.67 0.00
Q1, Q3 -16.6716. 67 0.00, 0.00
MI N MAX -16. 7-16.7 0. 0000
CYCLE 34
N 5 1
ME AN 3.33 0.00
SD 7.454 N. A.
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX 0.016.7 0. 0000
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023
EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;
QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 212 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82

CHANGEF R O BASELINE AT CYCLE 34

N 5

ME AN -3.33
SD 13.944
MEDI AN 0.00
Q1, Q3 -16.6D, 00
M1 N MAX -16

cocozor
>

CYCLE 36
N

ME AN
SD

MEDI AN
Q1, Q3
MI N MAX

cocozor
o
o

CHANGEF R O BASELINE AT CYCLE 36

N

ME AN -1
SD

MEDI AN -1
Q1, Q3 -1
MI N MAX -1

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024: 09: 53:
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 213 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3 0
ME AN 0.00

SD 0.000

MEDI AN 0.00

Q1, Q3 000, 0.00

MI N MAX 0.000

CHANGEF R O BASELINE AT CYCLE 37

N 3 0
ME AN -11.11

SD 9.623

MEDI AN -16. 67

Q1, Q3 -16.6D, 00

MI N MAX -16. 70,0

CYCLE 38

N 1 0
ME AN 16.67

SD N. A.

MEDI AN 16.67

Q1, Q3 16.67, 16.67

MI N MAX 167, 16. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL- @3 0= Eur opebamgani s afori ®kesearch and Treatment of Can c oL

Quest i on+Caoirrae,

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 214 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53

N = 82

CHANGEF R O BASELINE AT CYCLE 38
N

ME AN

SD

MEDI AN

Q1, Q3

M1 N MAX

CYCLE 40
N

ME AN
SD

MEDI AN
Q1, Q3
MI N MAX

CHANGEF R O BASELINE AT CYCLE 40
N

ME AN

SD

MEDI AN

Q1, Q3

MI N MAX

cocozor
o
o

16.67

N. A.

16.67

16.67, 16.67
167, 16. 7

cocozor
o
o

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
17JUL2024:09: 53:

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 215 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82

CYCLE 41
N 1
MEAN 0
SD N.
MEDI| AN 0.
Q1, Q3 0
MI N MAX 0

CHANGEF R O BASELINE AT CYCLE 41

N

ME AN -1
SD

MEDI AN -1
Q1, Q3 -1
MI N MAX -1

CYCLE 43
N 1
ME AN 0
SD N.
MEDI AN 0.
Q1, Q3 0
MI N MAX 0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 216 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43
N 1 0
ME AN -16.67
SD N. A.
MEDI AN -16.67
Q1, Q3 -16.6716.67
M1 N MAX -16. 7-16.7
END OF TREATMENT
N 14 22
ME AN 9.52 9.85
SD 14.194 23.378
MEDI AN 0.00 0.00
Q1 Q3 0.00, 16.67 000, 0.00
M1 N MAX 0.033.3 0. 0 100.0
CHANGEF R O BASELINE AT END OF TREATMENT
N 14 22
ME AN 5.95 2.27
SD 15.480 16.504
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 000, 0.00
M1 N MAX -16.733. 3 -16.766. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 217 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
PAIN
BASELI NE
N 52 81
ME AN 22.44 30.66
SD 27.788 32.000
MEDI AN 16.67 16.67
Q1, Q3 0.00, 33.33 0.00, 50.00
M1 N MAX 0. 0100.0 0. 0 100.0
CYCLE 2
N 46 74
ME AN 14.49 13.51
SD 20.370 22.357
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 16.67
M1 N MAX 0.083.3 0. 0100.0
CHANGEF R O BASELINE AT CYCLE 2
N 45 73
ME AN -6.67 -17.81
SD 25.475 30.973
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 -33.33®,.00
M1 N MAX -100. 3. 3 -100. ®6. 7

DCOdate: 150C-R02B DBLdate: 15DEQ023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

to pat i enftrso Phase 2

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 218 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE3
N 41 58
ME AN 10.57 11.49
SD 18.164 20.757
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 16.67
M1 N MAX 0. 0100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE3
N 40 57
ME AN -7.92 -17.25
SD 30.426 31.492
MEDI AN 0.00 -16.67
Q1, Q3 -16. 6D,. 00 -33.33®,.00
M1 N MAX -100. 3. 3 -100. ®6. 7
CYCLE 4
N 39 53
ME AN 12.39 12.26
SD 22.529 19.653
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 16.67
M1 N MAX 0. 0100.0 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 219 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 4
N 38 52
ME AN -6.14 -16.67
SD 30.615 34.141
MEDI AN 0.00 -16.67
Q1, Q3 000, 0.00 -33.3®, 00
M1 N MAX -100. 3. 3 -100. ®6. 7
CYCLES5
N 39 45
ME AN 11.11 7.78
SD 14.972 14.477
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 16.67
M1 N MAX 0.050.0 0.066.7
CHANGEF R O BASELINE AT CYCLES
N 38 44
ME AN -6.58 -21.21
SD 29.900 33.788
MEDI AN 0.00 -16.67
Q1, Q3 -16. 6 16.67 -41.6D, 00
M1 N MAX -100. 0.0 -100. 3. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

to pat i enftrso Phase 2

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 220 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE®6
N 37 38
MEAN 12.61 6.58
SD 26.761 15.759
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 000, 0.00O
MI N MAX 0. 0 100.0 0.066.7
CHANGEF R O BASELINE AT CYCLEG6
N 36 38
MEAN -4.17 -21.05
SD 29.107 30.186
MEDI AN 0.00 -16.67
Q1, Q3 -16. 68, 33 -33.33®,.00
M1 N MAX -100. 3. 3 -100. 3. 3
CYCLE7
N 35 38
MEAN 10.00 8.33
SD 17.712 16.325
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 16.67
M1 N MAX 0.083.3 0.083.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

to pat i enftrso Phase 2

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 221 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7

N 34 38

ME AN -7.84 -20.18

SD 23.654 28.778
MEDI AN 0.00 -16. 67
Q1, Q3 -16.6D, 00 -33.39,. 00
MI N MAX -100.a6. 7 -100. 3. 3
CYCLE S8

N 34 38

ME AN 7.84 8.33

SD 17.521 18.071
MEDI AN 0.00 0.00

Q1, Q3 000, 0.00 0.00, 16.67
MI N MAX 0.066. 7 0.083. 3
CHANGEF R O BASELINE AT CYCLE 8

N 33 38

ME AN -10.10 -17.98

SD 29.738 32.043
MEDI AN 0.00 -16.67
Q1, Q3 -16.6D, 00 -33.33, 00
MI N MAX -100. B3. 3 -100. ®3. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 222 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE9
N 32 32
MEAN 7.29 14.06
SD 17.422 22.042
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 0.00, 16.67
MI N MAX 0.083.3 0.066.7
CHANGEF R O BASELINE AT CYCLE9
N 31 32
MEAN -9.68 -14.06
SD 26.796 30.264
MEDI AN 0.00 -16.67
Q1, Q3 -16. 6D, 00 -33.33®,.00
MI N MAX -100. 0. 0 -100. 0. 0
CYCLE 10
N 31 30
MEAN 9.68 13.33
SD 20.080 17.725
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 16.67
M1 N MAX 0. 0100.0 0.066.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 223 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10

N 30 30

ME AN -7.78 -15.56

SD 30.867 26.237

MEDI AN 0.00 -16. 67

Q1, Q3 -16.6D, 00 -33.39,. 00
MI N MAX -100. 6. 7 -83.333. 3
CYCLE 11

N 30 27

ME AN 18.89 9.88

SD 28.612 15511

MEDI AN 0.00 0.00

Q1, Q3 0.00, 33.33 0.00, 16.67

MI N MAX 0. 0100.0 0.066.7
CHANGEF R O BASELINE AT CYCLE 11

N 29 27

ME AN 1.15 -12.96

SD 32712 30.778

MEDI AN 0.00 0.00

Q1, Q3 -16. 6 16.67 -33.39, 00
MI N MAX -100. 3. 3 -100. B6. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 224 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoRhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 12
N 27 23
ME AN 12.35 11.59
SD 21.972 15.435
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 16.67
MI N MAX 0. 0 100.0 0.050.0
CHANGEF R O BASELINE AT CYCLE 12
N 26 23
ME AN -3.85 -10. 14
SD 27.206 27.861
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D, 00 -16. 6D, 00
MI N MAX -100. ®6. 7 -83.333.3
CYCLE 13
N 28 21
ME AN 15.48 10.32
SD 23.539 16.224
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 16.67
M1 N MAX 0. 000.0 0.050.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 225 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 13
N 27 21
ME AN 0.00 -14. 29
SD 25.318 29.480
MEDI AN 0.00 0.00
Q1, Q3 -16. 6 16.67 -33.39®, 00
M1 N MAX -50. 066. 7 -83.333.3
CYCLE 14
N 21 13
ME AN 9.52 12.82
SD 23.316 19.429
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 0.00, 16.67
M1 N MAX 0. 0100.0 0.066.7
CHANGEF R O BASELINE AT CYCLE 14
N 20 13
ME AN -5.83 -19. 23
SD 31.192 36.544
MEDI AN 0.00 -16.67
Q1, Q3 -16. 6D,. 00 -50. 0@,. 00
M1 N MAX -100. ®6. 7 -83.350.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024: 09: 53:
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 226 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 15

N 28 16

ME AN 15.48 7.29

SD 20.250 18.226

MEDI AN 8.33 0.00

Q1, Q3 0.00, 25.00 000, 0.00
MI N MAX 0.066. 7 0.066. 7
CHANGEF R O BASELINE AT CYCLE 15

N 27 16

ME AN -1.85 -17.71

SD 22.329 41.486

MEDI AN 0.00 -8.33

Q1, Q3 -16. 6 16.67 -50.0@, 00
MI N MAX -83.333. 3 -100. B6. 7
CYCLE 16

N 21 13

ME AN 13.49 11.54

SD 22.123 15.789

MEDI AN 0.00 0.00

Q1, Q3 0.00, 16.67 0.00, 33.33
MI N MAX 0.083. 3 0.033. 3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 227 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16

N 21 13

ME AN -2.38 -16.67

SD 23.738 37.884

MEDI AN 0.00 0.00

Q1, Q3 -16.6D, 00 -33.39,. 00
MI N MAX -66.750. 0 -100. 3. 3
CYCLE 17

N 24 13

ME AN 11.11 12.82

SD 20.657 20.586

MEDI AN 0.00 0.00

Q1, Q3 0.00, 16.67 0.00, 16.67

MI N MAX 0.066.7 0.066. 7
CHANGEF R O BASELINE AT CYCLE 17

N 23 13

ME AN -7.25 -8.97

SD 21.217 34.437

MEDI AN 0.00 0.00

Q1, Q3 -16.6D, 00 -16.6D, 00
MI N MAX -66.733. 3 -66.766. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024: 09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 228 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 18
N 11 8
ME AN 15.15 18.75
SD 24.100 24.296
MEDI AN 0.00 8.33
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE 18
N 11 8
ME AN -4.55 -18. 75
SD 13.104 31.418
MEDI AN 0.00 -16.67
Q1, Q3 -16. 6D, 00 -41.6D,, 00
MI N MAX -33.31,6.7 -66. 733. 3
CYCLE 19
N 21 12
ME AN 7.94 6.94
SD 13.560 11.143
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 16.67
M1 N MAX 0.050.0 0.033.3
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 229 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19

N 21 12

ME AN -6.35 -16.67

SD 17.854 29.302
MEDI AN 0.00 -8.33

Q1, Q3 -16.6D, 00 -33.39,. 00
MI N MAX -50.0L6. 7 -66.7,6. 7
CYCLE 20

N 10 5

ME AN 8.33 20.00

SD 14.164 29.814
MEDI AN 0.00 0.00

Q1, Q3 0.00, 16.67 0.00, 33.33
MI N MAX 0.033. 3 0.066. 7
CHANGEF R O BASELINE AT CYCLE 20

N 10 5

ME AN -13. 33 -16.67

SD 35.832 37.268
MEDI AN -8.33 -16.67

Q1, Q3 -16.6D, 00 -33.39, 00
MI N MAX -100. B3. 3 -66.733. 3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024: 09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 230 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 21
N 13 8
ME AN 11.54 10.42
SD 19.702 15.269
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 25.00
M1 N MAX 0.066.7 0.033.3
CHANGEF R OBASELINE AT CYCLE 21
N 13 8
ME AN -7.69 -14.58
SD 14.618 36.119
MEDI AN 0.00 -8.33
Q1, Q3 -16.6D,. 00 -41.68B,. 33
M1 N MAX -33.31,6.7 -66. 733. 3
CYCLE 22
N 18 7
ME AN 7.41 7.14
SD 11.747 13.113
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 16.67
M1 N MAX 0.033.3 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 231 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22

N 18 7

ME AN -6.48 -21.43

SD 22.966 32.934

MEDI AN 0.00 -16. 67

Q1, Q3 -16.6D, 00 -66.6D,. 00
MI N MAX -66.733. 3 -66.7L,6. 7
CYCLE 23

N 7 4

ME AN 4.76 0.00

SD 8.133 0.000

MEDI AN 0.00 0.00

Q1, Q3 0.00, 16.67 000, 0.00
MI N MAX 0.016.7 0. 000
CHANGEF R O BASELINE AT CYCLE 23

N 7 4

ME AN -2.38 -50.00

SD 14.996 40.825

MEDI AN 0.00 -41.67

Q1, Q3 000, 0.00 -83.3316.67
MI N MAX -33.3L,6.7 -100. 0167

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante trial.

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024: 09: 53:
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 232 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 24
N 11 4
MEAN 6.06 33.33
SD 15.407 47.140
MEDI AN 0.00 16.67
Q1, Q3 000, 0.00O0 0.00, 66.67
MI N MAX 0.050.0 0. 0 100.0
CHANGEF R OBASELINE AT CYCLE 24
N 11 4
MEAN -3.03 4. 17
SD 20.841 84.300
MEDI AN 0.00 8.33
Q1, Q3 -16. 6D, 00 -58. 3 $6.67
M1 N MAX -33.350.0 -100. aqo.0
CYCLE 25
N 12 4
MEAN 9.72 8.33
SD 13.216 9.623
MEDI AN 0.00 8. 33
Q1, Q3 0.00, 16.67 0.00, 16.67
M1 N MAX 0.033.3 0.016.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024: 09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 233 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25

N 12 4

ME AN 1.39 -20.83

SD 18.060 43.833

MEDI AN 0.00 -8.33

Q1, Q3 -16.68, 33 -50.0®, 33
MI N MAX -16.733. 3 -83.31,6. 7
CYCLE 26

N 4 2

ME AN 16.67 0.00

SD 19.245 0.000

MEDI AN 16.67 0.00

Q1, Q3 0.00, 33.33 000, 0.00
MI N MAX 0.033. 3 0. 000
CHANGEF R O BASELINE AT CYCLE 26

N 4 2

ME AN 8.33 -58.33

SD 16.667 58.926

MEDI AN 0.00 -58.33

Q1, Q3 0.00, 16.67 -100. 001,6. 67
MI N MAX 0.033. 3 -100. 0167

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 234 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 27
N 6 4
MEAN 19.44 12.50
SD 22.153 15.957
MEDI AN 16.67 8.33
Q1, Q3 0.00, 33.33 0.00, 25.00
MI N MAX 0.050.0 0.033.3
CHANGEF R OBASELINE AT CYCLE 27
N 6 4
MEAN 8.33 -16. 67
SD 27.386 36.004
MEDI AN 0.00 -8.33
Q1, Q3 -16. 6 B3.33 -41.68B, 33
M1 N MAX -16. 750. 0 -66. 7,6. 7
CYCLE 28
N 9 4
MEAN 12.96 8.33
SD 16.197 16.667
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 16.67
M1 N MAX 0.033.3 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante trial.

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page

235 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28
N 9 4
ME AN 3.70 4. 17
SD 20.031 20.972
MEDI AN 0.00 0.00
Q1, Q3 -16. 6 16.67 -8.33, 16.67
M1 N MAX -16. 733. 3 -16. 733. 3
CYCLE 29
N 5 2
ME AN 20.00 0.00
SD 18.257 0.000
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 0. 00O
M1 N MAX 0.033.3 0. 000
CHANGEF R O BASELINE AT CYCLE 29
N 5 2
ME AN 13.33 -58. 33
SD 18.257 58.926
MEDI AN 0.00 -58. 33
Q1, Q3 0.00, 33.33 -100. 001,6. 67
M1 N MAX 0.033.3 -100. 016.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite242von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 236 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 30
N 2 3
ME AN 25.00 0.00
SD 11.785 0.000
MEDI AN 25.00 0.00
Q1, Q3 16.67, 33.33 000, 0.00
MI N MAX 16.7, 33. 3 0. 000
CHANGEF R O BASELINE AT CYCLE 30
N 2 3
ME AN 8.33 -38.89
SD 11.785 53.576
MEDI AN 8.33 -16.67
Q1, Q3 0.00, 16.67 -100. 0@,00
MI N MAX 0.016.7 -100. @P
CYCLE 31
N 7 2
ME AN 14.29 0.00
SD 14.996 0.000
MEDI AN 16.67 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
M1 N MAX 0.033.3 0. 000
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

Program Path:

Research and Treatment

of Canc QoL

to pat i enftrso Phase 2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page

237 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE31
N 7 2
ME AN 4. 76 -8.33
SD 15.853 11.785
MEDI AN 0.00 -8.33
Q1, Q3 0.00, 16.67 -16. 6D, 00
M1 N MAX -16. 733. 3 -16. 700
CYCLE 32
N 3 1
ME AN 22.22 0.00
SD 19.245 N. A.
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 0. 00O
M1 N MAX 0.033.3 0. 000
CHANGEF R O BASELINE AT CYCLE 32
N 3 1
ME AN 11.11 -16.67
SD 19.245 N. A.
MEDI AN 0.00 -16.67
Q1, Q3 0.00, 33.33 -16. 6716. 67
M1 N MAX 0.033.3 -16. 7-16.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 238 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 33
N 1 2
MEAN 33.33 0.00
SD N. A. 0.000
MEDI AN 33.33 0.00
Q1, Q3 33.33, 33.33 000, 0.00
MI N MAX 333, 33.3 0.000
CHANGEF R OBASELINE AT CYCLE 33
N 1 2
MEAN 33.33 -8.33
SD N. A. 11.785
MEDI AN 33.33 -8.33
Q1, Q3 33.33, 33.33 -16. 6D, 00
M1 N MAX 333, 33.3 -16. 700
CYCLE 34
N 5 1
MEAN 3.33 0.00
SD 7.454 N. A.
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX 0.016.7 0. 000

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

to pat i enftrso Phase 2

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 239 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 34

N 5 1

ME AN 0.00 0.00
SD 11.785 N. A.
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 000, 0.00
MI N MAX -16.716. 7 0.0000
CYCLE 36

N 1 0

ME AN 66.67

SD N. A.

MEDI AN 66.67

Q1, Q3 66.67, 66.67

MI N MAX 667, 66. 7

CHANGEF R O BASELINE AT CYCLE 36

N 1 0

ME AN 66.67

SD N. A.

MEDI AN 66.67

Q1, Q3 66.67, 66.67

MI N MAX 667, 66. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 240 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3 0
ME AN 11.11

SD 19.245

MEDI AN 0.00

Q1, Q3 0.00, 33.33

MI N MAX 0.033. 3

CHANGEF R O BASELINE AT CYCLE 37

N 3 0
ME AN 5.56

SD 25.459

MEDI AN 0.00

Q1, Q3 -16. 6 B3.33

MI N MAX -16.733. 3

CYCLE 38

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 241 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 38

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33. 3

CYCLE 40

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

CHANGEF R O BASELINE AT CYCLE 40

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 242 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82

CYCLE 41
N

ME AN
SD

MEDI AN
Q1, Q3
M1 N MAX

o»o
o o' o
o©o

.00

cocozor
o

CHANGEF R O BASELINE AT CYCLE 41
N

ME AN

SD

MEDI AN

Q1, Q3

MI N MAX

o -

S
o»oO
o _ o' o

.00

cocozor
o
oo

CYCLE 43
N

ME AN
SD

MEDI AN
Q1, Q3
MI N MAX

00, 0.00

cocozor
o
o

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 243 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43

N 1 0

ME AN 0.00

SD N. A.

MEDI AN 0.00

Q1, Q3 000, 0.00

MI N MAX 0.000

END OF TREATMENT

N 14 22

ME AN 14.29 16.67

SD 22510 25717
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 16.67
MI N MAX 0.066. 7 0.083. 3
CHANGEF R O BASELINE AT END OF TREATMENT

N 14 22

ME AN -15. 48 -11. 36
SD 21.147 27.404
MEDI AN -16.67 0.00
Q1, Q3 -33.33, 00 -33. 33667
MI N MAX -66.7,6. 7 -83.316.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 244 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
DYSPNEA
BASELI NE
N 52 81
ME AN 21.79 2181
SD 21.778 27.968
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0. 0100.0
CYCLE 2
N 46 74
ME AN 22.46 23.42
SD 22.283 25.121
MEDI AN 33.33 33.33
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0. 0100.0
CHANGEF R O BASELINE AT CYCLE 2
N 45 73
ME AN 2.22 2.74
SD 21.789 25.309
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00 000, 0.00
M1 N MAX -33.366. 7 -66. 766 . 7

DCOdate: 150C-R02B DBLdate: 15DEQ023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 245 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 3
N 41 58
ME AN 21.95 21.84
SD 26.468 25.403
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0. 0 100.0 0.066.7
CHANGEF R O BASELINE AT CYCLE3
N 40 57
ME AN 0.83 0.58
SD 28.731 27.088
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00O0
MI N MAX -66. 766 . 7 -66. 766 . 7
CYCLE 4
N 39 53
ME AN 24.79 23.90
SD 27.272 28.777
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0. 0 100.0 0. 0 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 246 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE4
N 38 52
ME AN 2.63 2.56
SD 29.390 29.407
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX -6 6. 7100.0 -6 6. 7100.0
CYCLES
N 39 45
ME AN 22.22 25.93
SD 26.856 27.422
MEDI AN 0.00 33.33
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R OBASELINE AT CYCLES
N 38 44
ME AN 1.75 3.79
SD 27.886 28.042
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 0.00, 33.33
M1 N MAX -33.366. 7 -66.766. 7
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 247 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE®6
N 36 38
MEAN 29.63 19.30
SD 29.577 26.431
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 33.33
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLEG6
N 35 38
MEAN 10.48 0.00
SD 30.002 25.703
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX -33.366. 7 -66. 766 . 7
CYCLE7
N 35 38
MEAN 19.05 26.32
SD 24.636 34.795
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066.7 0. 0100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite254von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 248 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7
N 34 38
ME AN 0.00 6. 14
SD 23.210 31.817
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 0.00, 33.33
M1 N MAX -33.366. 7 -66. 766 . 7
CYCLE8
N 34 38
ME AN 24.51 17.54
SD 23.654 22.907
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLES8
N 33 38
ME AN 5.05 -1.75
SD 25.168 21.848
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00O0
M1 N MAX -33.366. 7 -33.333.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 249 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE9
N 32 32
MEAN 20.83 17.71
SD 21.997 26.753
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066.7 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE9
N 31 32
MEAN 0.00 -3.13
SD 22.771 21.351
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 16.6D, 00
MI N MAX -33.333. 3 33.333.3
CYCLE 10
N 31 30
MEAN 2151 23.33
SD 22.024 29.230
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066.7 0. 0100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 250 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10
N 30 30
ME AN 1.11 3.33
SD 22.289 26.767
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
M1 N MAX -33.333. 3 -33.366. 7
CYCLE 11
N 30 27
ME AN 23.33 24.69
SD 23.407 32.807
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0. 0100.0
CHANGEF R O BASELINE AT CYCLE 11
N 29 27
ME AN 2.30 6. 17
SD 21.696 30.714
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O
M1 N MAX -33.333. 3 -33.366. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 251 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 12
N 27 23
MEAN 24.69 20.29
SD 21.863 32.936
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066.7 0. 0 100.0
CHANGEF R OBASELINE AT CYCLE 12
N 26 23
MEAN 2.56 4.35
SD 20.919 30.657
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX -33.333. 3 -66. 766 . 7
CYCLE 13
N 28 21
MEAN 23.81 23.81
SD 25.430 28.172
MEDI AN 33.33 33.33
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066.7 0. 0100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 252 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 13
N 27 21
MEAN 2.47 7.94
SD 22.505 29.636
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX -33.333.3 -3 3. 3100.0
CYCLE 14
N 21 13
MEAN 23.81 20.51
SD 23.905 25.598
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE 14
N 20 13
MEAN 5.00 2.56
SD 27.091 31.802
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 -33. 33333
M1 N MAX -66. 733. 3 -33.366. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 253 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 15
N 28 16
MEAN 22.62 25.00
SD 25.746 28.545
MEDI AN 16.67 33.33
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066.7 0. 0 100.0
CHANGEF R OBASELINE AT CYCLE 15
N 27 16
MEAN 1.23 6.25
SD 23.537 27.806
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX -33.333. 3 -33.366. 7
CYCLE 16
N 21 13
MEAN 25.40 15.38
SD 23.345 22.008
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0.066.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 254 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16
N 21 13
ME AN 3.17 -2.56
SD 20.829 28.744
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
M1 N MAX -33.333. 3 -66. 733. 3
CYCLE 17
N 24 13
ME AN 23.61 15.38
SD 23.008 22.008
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE 17
N 23 13
ME AN 1.45 5.13
SD 21.269 22.958
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 0.00, 33.33
M1 N MAX -33.333. 3 -33.333.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 255 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 18
N 11 8
ME AN 24.24 16.67
SD 21.556 25.198
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE 18
N 11 8
ME AN 3.03 -8.33
SD 17.979 23.570
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 -33.33®,.00
MI N MAX -33.333.3 -33.333.3
CYCLE 19
N 21 12
ME AN 23381 13.89
SD 26.125 22.285
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 256 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19
N 21 12
MEAN 1.59 2.78
SD 19.653 22.285
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 0.00, 16.67
MI N MAX -33.333.3 -33.333.3
CYCLE 20
N 10 5
MEAN 36.67 33.33
SD 24.595 40.825
MEDI AN 33.33 33.33
Q1, Q3 33.33, 66.67 0.00, 33.33
MI N MAX 0.066.7 0. 0100.0
CHANGEF R O BASELINE AT CYCLE 20
N 10 5
MEAN 10.00 13.33
SD 27.442 29.814
MEDI AN 16.67 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
M1 N MAX -33.333. 3 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 257 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 21
N 13 8
ME AN 33.33 16.67
SD 23.570 17.817
MEDI AN 33.33 16.67
Q1, Q3 33.33, 3333 0.00, 33.33
M1 N MAX 0.066.7 0.033.3
CHANGEF R OBASELINE AT CYCLE 21
N 13 8
ME AN 7.69 8. 33
SD 24.167 15.430
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 16.67
M1 N MAX -33.333.3 0.033.3
CYCLE 22
N 18 7
ME AN 27.78 14.29
SD 28.583 17.817
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 33.33
M1 N MAX 0.0p6.7 0.033.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite264von 493



Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 258 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22
N 18 7
ME AN 5.56 4. 76
SD 20.612 12.599
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
M1 N MAX -33.333. 3 0.033.3
CYCLE 23
N 7 4
ME AN 52.38 8.33
SD 17.817 16.667
MEDI AN 66.67 0.00
Q1, Q3 33.33, 66.67 0.00, 16.67
M1 N MAX 333, 66. 7 0.033.3
CHANGEF R O BASELINE AT CYCLE 23
N 7 4
ME AN 23.81 -8.33
SD 16.265 31.914
MEDI AN 33.33 -16.67
Q1, Q3 0.00, 33.33 -33. 33667
M1 N MAX 0.033.3 -33.333.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 259 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 24
N 11 4
ME AN 30.30 16.67
SD 27.707 19.245
MEDI AN 33.33 16.67
Q1, Q3 0.00, 66.67 0.00, 33.33
M1 N MAX 0.066.7 0.033.3
CHANGEF R O BASELINE AT CYCLE 24
N 11 4
ME AN 6. 06 8.33
SD 25.025 16.667
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 16.67
M1 N MAX -33.333. 3 0.033.3
CYCLE 25
N 12 4
ME AN 27.78 16.67
SD 34.329 19.245
MEDI AN 16.67 16.67
Q1, Q3 0.00, 50.00 0.00, 33.33
M1 N MAX 0. 0100.0 0.033.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 260 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25
N 12 4
MEAN 1111 8.33
SD 29.588 16.667
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 16.67
MI N MAX -33.366.7 0.033.3
CYCLE 26
N 4 2
MEAN 58.33 33.33
SD 31.914 0.000
MEDI AN 50.00 33.33
Q1, Q3 33.33, 83.33 33.33, 33.33
MI N MAX 33.3, 100.0 333, 33. 3
CHANGEF R O BASELINE AT CYCLE 26
N 4 2
MEAN 33.33 16.67
SD 27.217 23.570
MEDI AN 33.33 16.67
Q1, Q3 16.67, 50.00 0.00, 33.33
MI N MAX 0.066.7 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 261 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 27
N 6 4
MEAN 27.78 16.67
SD 32.773 19.245
MEDI AN 16.67 16.67
Q1, Q3 0.00, 66.67 0.00, 33.33
MI N MAX 0.066.7 0.033.3
CHANGEF R OBASELINE AT CYCLE 27
N 6 4
MEAN 5.56 8.33
SD 32.773 16.667
MEDI AN 16.67 0.00
Q1, Q3 -33. 33333 0.00, 16.67
M1 N MAX -33.333. 3 0.033.3
CYCLE 28
N 9 4
MEAN 25.93 0.00
SD 27.778 0.000
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
M1 N MAX 0.066.7 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 262 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28
N 9 4
ME AN 7.41 0.00
SD 22.222 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
M1 N MAX -33.333. 3 0. 000
CYCLE 29
N 5 2
ME AN 33.33 16.67
SD 23.570 23.570
MEDI AN 33.33 16.67
Q1, Q3 33.33, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0.033.3
CHANGEF R O BASELINE AT CYCLE 29
N 5 2
ME AN 13.33 0.00
SD 18.257 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00O0
M1 N MAX 0.033.3 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL- @3 0= Eur opebamgani s afori ®kesearch and Treatment of Can c oL

Quest i on+Caoirrae,

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 263 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 30
N 2 3
ME AN 66.67 0.00
SD 0.000 0.000
MEDI AN 66.67 0.00
Q1, Q3 66.67, 66.67 000, 0.00
MI N MAX 66.7, 66 . 7 0. 000
CHANGEF R O BASELINE AT CYCLE 30
N 2 3
ME AN 50.00 -11.11
SD 23.570 19.245
MEDI AN 50.00 0.00
Q1, Q3 33.33, 66.67 -33.33®,.00
MI N MAX 333, 66.7 -33. 300
CYCLE 31
N 7 2
ME AN 28.57 0.00
SD 29.991 0.000
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 0.00
M1 N MAX 0.066.7 0. 000
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment
Questionnaire - Core 30;
QoL = Qu al i df yLife;

portiante tri al
Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

of Canc QoL

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 264 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE31
N 7 2
MEAN 14.29 0.00
SD 17.817 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
MI N MAX 0.033.3 0.000
CYCLE 32
N 3 1
MEAN 55.56 0.00
SD 19.245 N. A.
MEDI AN 66.67 0.00
Q1, Q3 33.33, 66.67 000, 0.00
M1 N MAX 333, 66. 7 0. 000
CHANGEF R O BASELINE AT CYCLE 32
N 3 1
MEAN 33.33 0.00
SD 0.000 N. A.
MEDI AN 33.33 0.00
Q1, Q3 33.33, 33.33 000, 0.00
M1 N MAX 333, 33.3 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 265 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 33
N 1 2
MEAN 66.67 0.00
SD N. A. 0.000
MEDI AN 66.67 0.00
Q1, Q3 66.67, 66.67 000, 0.00
MI N MAX 66.7, 66. 7 0.000
CHANGEF R OBASELINE AT CYCLE 33
N 1 2
MEAN 33.33 0.00
SD N. A. 0.000
MEDI AN 33.33 0.00
Q1, Q3 33.33, 33.33 000, 0.00
M1 N MAX 333, 33.3 0. 000
CYCLE 34
N 5 1
MEAN 26.67 0.00
SD 36.515 N. A.
MEDI AN 0.00 0.00
Q1, Q3 0.00, 66.67 0.00, 0.00
MI N MAX 0.066.7 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 266 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53

N = 82

CHANGEF R O BASELINE AT CYCLE 34
N

ME AN

SD

MEDI AN

Q1, Q3

M1 N MAX

CYCLE 36
N

ME AN
SD

MEDI AN
Q1, Q3
MI N MAX

CHANGEF R O BASELINE AT CYCLE 36
N

ME AN

SD

MEDI AN

Q1, Q3

MI N MAX

5

13.33

18.257
0.00

0.00, 33.33
0.033.3

ococozor

. 000

DCOdate: 1 50C-2 0 2 B DBL date:

15DE@ 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 267 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3 0
ME AN 2222

SD 38.490

MEDI AN 0.00

Q1, Q3 0.00, 66.67

MI N MAX 0.066. 7

CHANGEF R O BASELINE AT CYCLE 37

N 3 0
ME AN 11.11

SD 19.245

MEDI AN 0.00

Q1, Q3 0.00, 33.33

MI N MAX 0.033. 3

CYCLE 38

N 1 0
ME AN 66.67

SD N. A.

MEDI AN 66.67

Q1, Q3 66.67, 66.67

MI N MAX 667, 66. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 268 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 38

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33. 3

CYCLE 40

N 1 0
ME AN 66.67

SD N. A.

MEDI AN 66.67

Q1, Q3 66.67, 66.67

MI N MAX 667, 66. 7

CHANGEF R O BASELINE AT CYCLE 40

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 269 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53

N = 82

CYCLE 41
N

ME AN
SD

MEDI AN
Q1, Q3
M1 N MAX

CHANGEF R O BASELINE AT CYCLE 41
N

ME AN

SD

MEDI AN

Q1, Q3

MI N MAX

CYCLE 43
N

ME AN
SD

MEDI AN
Q1, Q3
MI N MAX

1

33.33

N. A.

33.33

33.33, 33.33
333, 33.3

or»o
o o o
oo

.00

cocozor
o

1

66.67

N. A.

66.67

66.67, 66.67
66.7, 66. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
17JUL2024:09: 53:

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 270 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43

N 1 0

ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33. 3

END OF TREATMENT

N 14 22

ME AN 33.33 30.30

SD 22.646 35.500
MEDI AN 33.33 33.33

Q1, Q3 3333, 33.33 0.00, 33.33
MI N MAX 0.066. 7 0. 0100.0
CHANGEF R O BASELINE AT END OF TREATMENT

N 14 22

ME AN 7.14 9.009

SD 26.726 25577
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX -33.366. 7 -33.366. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 271 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
I NSOMNI A
BASELI NE
N 52 81
ME AN 19.87 21.40
SD 28.207 29.490
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0. 0100.0 0. 0 100.0
CYCLE 2
N 46 74
ME AN 11.59 12.61
SD 22.462 21.863
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0. 0100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE 2
N 45 73
ME AN -9.63 -7.76
SD 31.480 28.065
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 -33.33®,.00
M1 N MAX -100. aqo.o -100. ®6. 7

DCOdate: 150C-R02B DBLdate: 15DEQ023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 272 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE3
N 41 58
ME AN 8.13 7.47
SD 16.297 15.349
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
M1 N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE3
N 40 57
ME AN -11.67 -13. 45
SD 25.654 26.622
MEDI AN 0.00 0.00
Q1, Q3 -16. 6D,. 00 -33.33®,.00
M1 N MAX -100. 3. 3 -100. 3. 3
CYCLE 4
N 39 53
ME AN 11.97 5.03
SD 16.199 13.707
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0. 00O
M1 N MAX 0.033.3 0.066.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 273 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 4

N 38 52

ME AN -8.77 -14.10

SD 26.491 24.115

MEDI AN 0.00 0.00

Q1, Q3 -33.3®, 00 -33.33®, 00
M1 N MAX -66. 733. 3 -100. 3. 3
CYCLES5

N 39 45

ME AN 9.40 10.37

SD 17.012 21.108

MEDI AN 0.00 0.00

Q1, Q3 0.00, 33.33 000, 0.00
M1 N MAX 0.066.7 0. 0 100.0
CHANGEF R O BASELINE AT CYCLES

N 38 44

ME AN -9.65 -9.09

SD 30.910 27.245

MEDI AN 0.00 0.00

Q1, Q3 -33.3®, 00 -33.33®,,00
M1 N MAX -100. ®6. 7 -6 6. 7100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 274 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE®6
N 37 38
MEAN 9.91 4. 39
SD 17.329 11.419
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00O0
MI N MAX 0.066.7 0.033.3
CHANGEF R O BASELINE AT CYCLEG6
N 36 38
MEAN -9.26 -13.16
SD 30.458 25.160
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 -33.33®,.00
MI N MAX -100. 3. 3 -66. 733. 3
CYCLE7
N 35 38
MEAN 9.52 4.39
SD 17.285 17.623
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.066.7 0. 0100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 275 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7

N 34 38

ME AN -10.78 -10.53

SD 30.396 28.055

MEDI AN 0.00 0.00

Q1, Q3 -33.39,. 00 -33.39,. 00
MI N MAX -100. 3. 3 -6 6. 7100.0
CYCLE S8

N 34 38

ME AN 10.78 7.89

SD 19.627 16.319

MEDI AN 0.00 0.00

Q1, Q3 0.00, 33.33 000, 0.00
MI N MAX 0.066. 7 0.066. 7
CHANGEF R O BASELINE AT CYCLE 8

N 33 38

ME AN -10.10 -7.89

SD 31.716 19.658

MEDI AN 0.00 0.00

Q1, Q3 -33.33, 00 -33.33, 00
MI N MAX -100. B3. 3 -66.733. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 276 of 405

Table P.2.2
Summary of EORTQL @ 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE9
N 32 32
MEAN 10.42 9.38
SD 19.743 19.371
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 000, 0.00O
MI N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE9
N 31 32
MEAN -11.83 -8.33
SD 30.488 25.400
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 -33.33®,.00
MI N MAX -100. 3. 3 -66. 733. 3
CYCLE 10
N 31 30
MEAN 15.05 10.00
SD 25.587 17.833
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0. 0100.0 0.066.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 277 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10

N 30 30

ME AN -7.78 -8.89

SD 31.175 23.050

MEDI AN 0.00 0.00

Q1, Q3 -33.39,. 00 -33.39,. 00
MI N MAX -100. 3. 3 -66.733. 3
CYCLE 11

N 30 27

ME AN 8.809 7.41

SD 17.361 16.879

MEDI AN 0.00 0.00

Q1, Q3 000, 0.00 000, 0.00
MI N MAX 0.066. 7 0.066. 7
CHANGEF R O BASELINE AT CYCLE 11

N 29 27

ME AN -14.94 -6.17

SD 30.324 22715

MEDI AN 0.00 0.00

Q1, Q3 -33.33, 00 000, 0.00
MI N MAX -100. B3. 3 -66.766. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 278 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 12
N 27 23
MEAN 13.58 7.25
SD 23.130 14.058
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
MI N MAX 0.066.7 0.033.3
CHANGEF R OBASELINE AT CYCLE 12
N 26 23
MEAN -12.82 -7.25
SD 32.764 19.991
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 -33.33®,.00
MI N MAX -100. 3. 3 -33.333. 3
CYCLE 13
N 28 21
MEAN 13.10 6.35
SD 20.963 13.412
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.066.7 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 279 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 13

N 27 21

ME AN -12.35 -4.76

SD 34.774 19.107
MEDI AN 0.00 0.00

Q1, Q3 -33.39,. 00 000, 0.00
MI N MAX -100. 3. 3 -33.333. 3
CYCLE 14

N 21 13

ME AN 17.46 17.95

SD 24.987 32.247
MEDI AN 0.00 0.00

Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066. 7 0. 0100.0
CHANGEF R O BASELINE AT CYCLE 14

N 20 13

ME AN -11.67 5.13

SD 39.403 26.688
MEDI AN 0.00 0.00

Q1, Q3 -33.33, 00 000, 0.00
MI N MAX -100. B6. 7 -33.366. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite286von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 280 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 15
N 28 16
MEAN 15.48 8.33
SD 23.098 19.245
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
MI N MAX 0.066.7 0.066.7
CHANGEF R OBASELINE AT CYCLE 15
N 27 16
MEAN -9.88 -4.17
SD 28.963 16.667
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 0.00, 0.00
MI N MAX -66. 733. 3 -33.333.3
CYCLE 16
N 21 13
MEAN 15.87 5.13
SD 24.987 18.490
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.066.7 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 281 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16

N 21 13

ME AN -12.70 -5.13

SD 30.689 12,518

MEDI AN 0.00 0.00

Q1, Q3 -33.39,. 00 000, 0.00
MI N MAX -66.733. 3 -33. 300
CYCLE 17

N 24 13

ME AN 12.50 7.69

SD 16.485 19.971

MEDI AN 0.00 0.00

Q1, Q3 0.00, 33.33 000, 0.00
MI N MAX 0.033. 3 0.066. 7
CHANGEF R O BASELINE AT CYCLE 17

N 23 13

ME AN -15. 94 0.00

SD 34.626 27.217

MEDI AN 0.00 0.00

Q1, Q3 -33.33, 00 000, 0.00
MI N MAX -100. B3. 3 -33.366. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 282 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 18
N 11 8
ME AN 15.15 8.33
SD 22.918 23.570
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
M1 N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE 18
N 11 8
ME AN -24. 24 -4.17
SD 30.151 11.785
MEDI AN 0.00 0.00
Q1, Q3 -66.6D,. 00 0.00, 0.00
M1 N MAX -66. 700 -33. 300
CYCLE 19
N 21 12
ME AN 14.29 5.56
SD 22.537 19.245
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0. 00O
M1 N MAX 0.066.7 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 283 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19

N 21 12

ME AN -11.11 -2.78

SD 30.429 26.432

MEDI AN 0.00 0.00

Q1, Q3 -33.33, 00 -16.6D,. 00
MI N MAX -66.733. 3 -33.366. 7
CYCLE 20

N 10 5

ME AN 23.33 6.67

SD 35.312 14.907

MEDI AN 0.00 0.00

Q1, Q3 0.00, 33.33 000, 0.00
MI N MAX 0. 0100.0 0.033.3
CHANGEF R O BASELINE AT CYCLE 20

N 10 5

ME AN -23.33 6.67

SD 47.271 14.907

MEDI AN -16. 67 0.00

Q1, Q3 -66.6D, 00 000, 0.00
MI N MAX -100. B6. 7 0.033. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 284 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 21
N 13 8
ME AN 10.26 4. 17
SD 16.013 11.785
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.033.3 0.033.3
CHANGEF R O BASELINE AT CYCLE 21
N 13 8
ME AN -17.95 -4.17
SD 35.001 21.362
MEDI AN 0.00 0.00
Q1, Q3 -33.3%®,.00 16. 6D, 00
MI N MAX -100. 3. 3 33.333.3
CYCLE 22
N 18 7
ME AN 14.81 0.00
SD 23.493 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
M1 N MAX 0.066.7 0. 000
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al
Program Path:

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 285 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22
N 18 7
ME AN -7.41 -9.52
SD 31.427 16.265
MEDI AN 0.00 0.00
Q1, Q3 -33.3%,.00 33.3%®, 00
M1 N MAX -66. 733. 3 33. 300
CYCLE 23
N 7 4
ME AN 23.81 8. 33
SD 31.706 16.667
MEDI AN 0.00 0.00
Q1, Q3 0.00, 66.67 0.00, 16.67
MI N MAX 0.0p6.7 0.033.3
CHANGEF R O BASELINE AT CYCLE 23
N 7 4
ME AN -9.52 0.00
SD 37.090 27.217
MEDI AN 0.00 0.00
Q1, Q3 -33. 33333 16. 6 16.67
M1 N MAX -66. 733. 3 33.333. 3
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 286 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 24
N 11 4
MEAN 9.09 33.33
SD 21.556 47.140
MEDI AN 0.00 16.67
Q1, Q3 000, 0.0O0 0.00, 66.67
MI N MAX 0.066.7 0. 0 100.0
CHANGEF R OBASELINE AT CYCLE 24
N 11 4
MEAN -9.09 25.00
SD 26.208 56.928
MEDI AN 0.00 16.67
Q1, Q3 -33.33®,.00 -16. 6 66.67
M1 N MAX -66. 733. 3 -3 3. 3100.0
CYCLE 25
N 12 4
MEAN 13.89 8.33
SD 22.285 16.667
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 16.67
MI N MAX 0.066.7 0.033.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQLE 3 0= Europeamgani s afori ®kesearch and Treatment of Can c &olL

Quest i on+Caoirrae,

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
17JUL2024:

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 287 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25
N 12 4
ME AN 0.00 0.00
SD 20.101 27.217
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 16. 6 16.67
M1 N MAX -33.333. 3 33.333. 3
CYCLE 26
N 4 2
ME AN 50.00 0.00
SD 19.245 0.000
MEDI AN 50.00 0.00
Q1, Q3 33.33, 66.67 000, 0.00
MI N MAX 333, 66. 7 0. 000
CHANGEF R O BASELINE AT CYCLE 26
N 4 2
ME AN 16.67 0.00
SD 19.245 0.000
MEDI AN 16.67 0.00
Q1, Q3 0.00, 33.33 000, 0.00
MI N MAX 0.033.3 0. 000
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al
Program Path:

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Page 288 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 27
N 6 4
MEAN 27.78 0.00
SD 32.773 0.000
MEDI AN 16.67 0.00
Q1, Q3 0.00, 66.67 000, 0.00O
MI N MAX 0.066.7 0.000
CHANGEF R OBASELINE AT CYCLE 27
N 6 4
MEAN 1111 -8.33
SD 17.213 16.667
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 -16. 6D, 00
MI N MAX 0.033.3 -33. 300
CYCLE 28
N 9 4
MEAN 18.52 0.00
SD 29.397 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.066.7 0. 000

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 289 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28
N 9 4
MEAN 3.70 -8.33
SD 20.031 16.667
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 16. 6D, 00
MI N MAX -33.333.3 33. 300
CYCLE 29
N 5 2
MEAN 33.33 0.00
SD 33.333 0.000
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 0.00
MI N MAX 0.066.7 0. 000
CHANGEF R O BASELINE AT CYCLE 29
N 5 2
MEAN 6.67 0.00
SD 27.889 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX -33.333. 3 0. 000

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 290 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 30
N 2 3
MEAN 50.00 0.00
SD 23.570 0.000
MEDI AN 50.00 0.00
Q1, Q3 33.33, 66.67 000, 0.00
MI N MAX 333, 66. 7 0.000
CHANGEF R OBASELINE AT CYCLE 30
N 2 3
MEAN 0.00 0.00
SD 0.000 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX 0. 000 0. 000
CYCLE 31
N 7 2
MEAN 33.33 0.00
SD 38.490 0.000
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 0.00
MI N MAX 0. 0100.0 0. 000

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 291 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE31
N 7 2
ME AN 14.29 0.00
SD 26.227 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
M1 N MAX 0.066.7 0. 000
CYCLE 32
N 3 1
ME AN 44.44 0.00
SD 38.490 N. A.
MEDI AN 66.67 0.00
Q1, Q3 0.00, 66.67 0.00, 0. 00O
M1 N MAX 0.066.7 0. 000
CHANGEF R O BASELINE AT CYCLE 32
N 3 1
ME AN 0.00 0.00
SD 33.333 N. A.
MEDI AN 0.00 0.00
Q1, Q3 -33. 33333 000, 0.00O
M1 N MAX -33.333. 3 0. 000

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
17JUL2024:09: 53:

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 292 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 33
N 1 2
MEAN 66.67 0.00
SD N. A. 0.000
MEDI AN 66.67 0.00
Q1, Q3 66.67, 66.67 000, 0.00
MI N MAX 66.7, 66. 7 0.000
CHANGEF R OBASELINE AT CYCLE 33
N 1 2
MEAN 66.67 0.00
SD N. A. 0.000
MEDI AN 66.67 0.00
Q1, Q3 66.67, 66.67 000, 0.00
MI N MAX 66.7, 66. 7 0. 000
CYCLE 34
N 5 1
MEAN 20.00 0.00
SD 29.814 N. A.
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.066.7 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 293 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 34
N 5 1
ME AN 13.33 0.00
SD 18.257 N. A.
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00
MI N MAX 0.033. 3 0. 0000
CYCLE 36
N 1 0
ME AN 66.67
SD N. A.
MEDI AN 66.67
Q1, Q3 66.67, 66.67
MI N MAX 667, 66. 7
CHANGEF R O BASELINE AT CYCLE 36
N 1 0
ME AN 66.67
SD N. A.
MEDI AN 66.67
Q1, Q3 66.67, 66.67
MI N MAX 667, 66. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 294 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3 0
ME AN 2222

SD 38.490

MEDI AN 0.00

Q1, Q3 0.00, 66.67

MI N MAX 0.066. 7

CHANGEF R O BASELINE AT CYCLE 37

N 3 0
ME AN 2222

SD 38.490

MEDI AN 0.00

Q1, Q3 0.00, 66.67

MI N MAX 0.066.7

CYCLE 38

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 295 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 38

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33. 3

CYCLE 40

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

CHANGEF R O BASELINE AT CYCLE 40

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 296 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 41

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33. 3

CHANGEF R O BASELINE AT CYCLE 41

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

CYCLE 43

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 297 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43

N 1 0

ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33. 3

END OF TREATMENT

N 14 22

ME AN 21.43 15.15

SD 24.832 26.681
MEDI AN 16.67 0.00

Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066. 7 0. 0100.0
CHANGEF R O BASELINE AT END OF TREATMENT

N 14 22

ME AN 0.00 -7.58

SD 32.026 28.971
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 -33.39, 00
MI N MAX -66. 766. 7 -66.766. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 298 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
APPETILTOES S
BASELI NE
N 52 81
ME AN 11.54 17.28
SD 23.694 27.944
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00O0 0.00, 33.33
M1 N MAX 0. 0100.0 0. 0 100.0
CYCLE 2
N 46 74
ME AN 12.32 4.50
SD 23.684 12.731
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00O0
M1 N MAX 0. 0100.0 0.066.7
CHANGEF R O BASELINE AT CYCLE 2
N 45 73
ME AN 0.74 -13.70
SD 31.373 27.123
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 -33.33®, 00
M1 N MAX -100. aqo.o -100. 3. 3

DCOdate: 150C-R2 028 DBLdate: 15DE-Q2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
17JUL2024:

Program Name: r tsypr oql gqteb3r02365. sas

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 299 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE3
N 40 58
MEAN 16.67 8.05
SD 25.036 19.052
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00O0
MI N MAX 0. 0 100.0 0.066.7
CHANGEF R O BASELINE AT CYCLE3
N 39 57
MEAN 7.69 -8.19
SD 28.058 25418
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 -33.33®,.00
MI N MAX -6 6. 7100.0 -100. 3. 3
CYCLE 4
N 39 53
MEAN 11.97 3.77
SD 20.925 12.507
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.066.7 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 300 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 4
N 38 52
ME AN 4.39 -12.82
SD 25.902 27.339
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 -33.3®, 00
M1 N MAX -66. 766. 7 -100. 3. 3
CYCLES5
N 39 45
ME AN 6. 84 4. 44
SD 15.634 13.484
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 000, 0.00
M1 N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLES
N 38 44
ME AN -0.88 -13.64
SD 26.266 27.202
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 -33.3%®, 00
M1 N MAX -66.766. 7 -100. 3. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2
portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 301 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE®6
N 37 38
MEAN 9.91 4.39
SD 22.034 13.800
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00O0 000, 0.00O
MI N MAX 0. 0 100.0 0.066.7
CHANGEF R O BASELINE AT CYCLEG6
N 36 38
MEAN 1.85 -11. 40
SD 30.803 27.154
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 -33.33,.00
MI N MAX -6 6. 7100.0 -100. 3. 3
CYCLE7
N 35 37
MEAN 8.57 2.70
SD 20.361 9.224
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX 0. 0100.0 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 302 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7
N 34 37
ME AN 0.00 -10. 81
SD 28.427 24912
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
M1 N MAX -6 6. 7100.0 -100. 3. 3
CYCLE8
N 34 38
ME AN 12.75 6. 14
SD 24.638 18.753
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0. 00
M1 N MAX 0. 0100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLES8
N 33 38
ME AN 4.04 -7.02
SD 32.013 28.112
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX -6 6. 7100.0 -100. ®6. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

to pat i enftrso Phase 2

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00061 Page 303 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE9
N 32 32
ME AN 13.54 7.29
SD 25.201 21.972
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE9
N 31 32
ME AN 4.30 -8.33
SD 30.722 28.081
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX -6 6. 7100.0 -100. 3. 3
CYCLE 10
N 31 30
ME AN 11.83 5.56
SD 23.646 12.635
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
M1 N MAX 0. 000.0 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 304 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10
N 30 30
ME AN 2.22 -10. 00
SD 32.676 26.479
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
M1 N MAX -6 6. 7100.0 -100. 3. 3
CYCLE 11
N 30 27
ME AN 8.89 6. 17
SD 23.050 16.111
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX 0. 0100.0 0.066.7
CHANGEF R O BASELINE AT CYCLE 11
N 29 27
ME AN -1.15 -3.70
SD 33.903 21.350
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX -6 6. 7100.0 -66. 766 . 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 305 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 12
N 27 23
ME AN 9.88 13.04
SD 24.134 19.434
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 33.33
MI N MAX 0. 0 100.0 0.066.7
CHANGEF R O BASELINE AT CYCLE 12
N 26 23
ME AN 1.28 4.35
SD 30.523 27.163
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 33.33
MI N MAX -6 6. 7100.0 -66. 766. 7
CYCLE 13
N 28 21
ME AN 9.52 9.52
SD 21.956 26.125
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00O0
M1 N MAX 0. 000.0 0. 0 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 306 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 13
N 27 21
ME AN 1.23 -3.17
SD 28.467 25.614
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
M1 N MAX -6 6. 7100.0 -66. 766 . 7
CYCLE 14
N 21 13
ME AN 14.29 10.26
SD 27.021 21.014
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0. 00O
M1 N MAX 0. 0100.0 0.066.7
CHANGEF R O BASELINE AT CYCLE 14
N 20 13
ME AN -1.67 2.56
SD 25.305 21.350
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00O 000, 0.00O0
M1 N MAX -66. 733. 3 -33.333.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 307 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 15
N 28 16
MEAN 16.67 12.50
SD 26.450 20.638
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0. 0 100.0 0.066.7
CHANGEF R OBASELINE AT CYCLE 15
N 27 16
MEAN 6. 17 4. 17
SD 30.714 16.667
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
M1 N MAX -6 6. 7100.0 -33.333. 3
CYCLE 16
N 21 13
MEAN 19.05 5.13
SD 24.881 18.490
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
M1 N MAX 0.066.7 0.066.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 308 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16
N 21 13
ME AN 7.94 0.00
SD 33.174 23.570
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0. 00O
M1 N MAX -66. 766 . 7 -33.366. 7
CYCLE 17
N 24 13
ME AN 13.89 7.69
SD 19.453 14.618
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00O0
M1 N MAX 0.066.7 0.033.3
CHANGEF R O BASELINE AT CYCLE 17
N 23 13
ME AN 4.35 2.56
SD 28.962 16.452
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00O0
M1 N MAX -66. 766 . 7 -33.333.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite315von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 309 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 18
N 11 8
MEAN 15.15 8.33
SD 22.918 23.570
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
MI N MAX 0.066.7 0.066.7
CHANGEF R OBASELINE AT CYCLE 18
N 11 8
MEAN -3.03 0.00
SD 31.463 30.861
MEDI AN 0.00 0.00
Q1, Q3 -33. 33333 -16. 6D, 00
M1 N MAX -66. 733. 3 -33.366. 7
CYCLE 19
N 21 12
MEAN 1111 5.56
SD 21.943 12.975
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX 0.066.7 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 310 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19
N 21 12
MEAN 0.00 0.00
SD 27.889 14.213
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00O0 000, 0.00O
MI N MAX -66.766. 7 -33.333.3
CYCLE 20
N 10 5
MEAN 13.33 0.00
SD 23.307 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
M1 N MAX 0.066.7 0. 000
CHANGEF R O BASELINE AT CYCLE 20
N 10 5
MEAN -6.67 -6.67
SD 30.631 14.907
MEDI AN 0.00 0.00
Q1, Q3 -33.33®,.00 0.00, 0.00
M1 N MAX -66. 733. 3 -33. 300

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 311 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 21
N 13 8
ME AN 12.82 4. 17
SD 25.598 11.785
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00
MI N MAX 0.066.7 0.033.3
CHANGEF R O BASELINE AT CYCLE 21
N 13 8
ME AN 2.56 0.00
SD 25.318 17.817
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX -33.366. 7 -33.333.3
CYCLE 22
N 18 7
ME AN 9.26 0.00
SD 22.304 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX 0.066.7 0. 0000
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 312 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22
N 18 7
MEAN 0.00 -4.76
SD 22.866 12.599
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
MI N MAX -33.366.7 -33. 300
CYCLE 23
N 7 4
MEAN 23.81 0.00
SD 31.706 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 66.67 0.00, 0.00
MI N MAX 0.066.7 0. 000
CHANGEF R O BASELINE AT CYCLE 23
N 7 4
MEAN 4. 76 -8.33
SD 35.635 16.667
MEDI AN 0.00 0.00
Q1, Q3 -33. 33333 -16. 6D, 00
M1 N MAX -33.366. 7 -33. 300

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 313 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 24
N 11 4
MEAN 12.12 0.00
SD 22.473 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
MI N MAX 0.066.7 0.000
CHANGEF R OBASELINE AT CYCLE 24
N 11 4
MEAN 3.03 -8.33
SD 17.979 16.667
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 16.6D, 00
MI N MAX -33.333. 3 33. 300
CYCLE 25
N 12 4
MEAN 13.89 8.33
SD 22.285 16.667
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 16.67
MI N MAX 0.066.7 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 314 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25
N 12 4
ME AN 8.33 0.00
SD 20.719 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
M1 N MAX -33.333. 3 0. 000
CYCLE 26
N 4 2
ME AN 33.33 0.00
SD 27.217 0.000
MEDI AN 33.33 0.00
Q1, Q3 16.67, 50.00 000, 0.00
M1 N MAX 0.066.7 0. 000
CHANGEF R O BASELINE AT CYCLE 26
N 4 2
ME AN 25.00 -16. 67
SD 16.667 23.570
MEDI AN 33.33 -16.67
Q1, Q3 16.67, 33.33 -33.39®, 00
M1 N MAX 0.033.3 -33. 300

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 315 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 27
N 6 4
MEAN 16.67 8.33
SD 27.889 16.667
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 16.67
MI N MAX 0.066.7 0.033.3
CHANGEF R OBASELINE AT CYCLE 27
N 6 4
MEAN 1111 0.00
SD 17.213 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.033.3 0. 000
CYCLE 28
N 9 4
MEAN 18.52 0.00
SD 29.397 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.066.7 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 316 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28
N 9 4
MEAN 14.81 0.00
SD 24.216 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
MI N MAX 0.066.7 0.000
CYCLE 29
N 5 2
MEAN 26.67 16.67
SD 36.515 23.570
MEDI AN 0.00 16.67
Q1, Q3 0.00, 66.67 0.00, 33.33
MI N MAX 0.066.7 0.033.3
CHANGEF R O BASELINE AT CYCLE 29
N 5 2
MEAN 20.00 0.00
SD 29.814 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.066.7 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 317 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 30
N 2 3
MEAN 33.33 1111
SD 47.140 19.245
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 33.33
MI N MAX 0.066.7 0.033.3
CHANGEF R OBASELINE AT CYCLE 30
N 2 3
MEAN 16.67 0.00
SD 23.570 0.000
MEDI AN 16.67 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.033.3 0. 000
CYCLE 31
N 7 2
MEAN 19.05 0.00
SD 32.530 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 66.67 0.00, 0.00
MI N MAX 0.066.7 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 318 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE31
N 7 2
ME AN 14.29 0.00
SD 26.227 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
M1 N MAX 0.066.7 0. 000
CYCLE 32
N 3 1
ME AN 33.33 0.00
SD 33.333 N. A.
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 0. 00O
M1 N MAX 0.066.7 0. 000
CHANGEF R O BASELINE AT CYCLE 32
N 3 1
ME AN 22.22 0.00
SD 19.245 N. A.
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00O0
M1 N MAX 0.033.3 0. 000

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
17JUL2024:09: 53:

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 319 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 33
N 1 2
MEAN 33.33 0.00
SD N. A. 0.000
MEDI AN 33.33 0.00
Q1, Q3 33.33, 33.33 000, 0.00
MI N MAX 333, 33.3 0.000
CHANGEF R OBASELINE AT CYCLE 33
N 1 2
MEAN 33.33 0.00
SD N. A. 0.000
MEDI AN 33.33 0.00
Q1, Q3 33.33, 33.33 000, 0.00
MI N MAX 333, 33.3 0. 000
CYCLE 34
N 5 1
MEAN 13.33 0.00
SD 18.257 N. A.
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.033.3 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 320 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 34
N 5 1
ME AN 13.33 0.00
SD 18.257 N. A.
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00
MI N MAX 0.033. 3 0. 0000
CYCLE 36
N 1 0
ME AN 33.33
SD N. A.
MEDI AN 33.33
Q1, Q3 3333, 33.33
MI N MAX 333, 33.3
CHANGEF R O BASELINE AT CYCLE 36
N 1 0
ME AN 33.33
SD N. A.
MEDI AN 33.33
Q1, Q3 3333, 33.33
MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 321 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3 0
ME AN 33.33

SD 33.333

MEDI AN 33.33

Q1, Q3 0.00, 66.67

MI N MAX 0.066. 7

CHANGEF R O BASELINE AT CYCLE 37

N 3 0
ME AN 33.33

SD 33.333

MEDI AN 33.33

Q1, Q3 0.00, 66.67

MI N MAX 0.066.7

CYCLE 38

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 322 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 38

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33. 3

CYCLE 40

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

CHANGEF R O BASELINE AT CYCLE 40

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 323 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 41

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33. 3

CHANGEF R O BASELINE AT CYCLE 41

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

CYCLE 43

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL- @3 0= Eur opebamgani s afori ®kesearch and Treatment of Can c oL

Quest i on+Caoirrae,

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 324 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43

N 1 0

ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33. 3

END OF TREATMENT

N 14 22

ME AN 28.57 18.18

SD 31.642 33.692

MEDI AN 33.33 0.00

Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0. 0100.0 0. 0 100.0
CHANGEF R O BASELINE AT END OF TREATMENT

N 14 22

ME AN 11.90 -1.52

SD 21.111 26.181

MEDI AN 0.00 0.00

Q1, Q3 0.00, 33.33 -33.33, 00
MI N MAX 0.066. 7 -33.366. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 325 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CONSTIPATION

BASELI NE

N 52 81

ME AN 16.03 1358

SD 23.329 25.154
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066. 7 0. 0 100.0
CYCLE?2

N 46 74

ME AN 34.78 21.17

SD 32.928 27.902
MEDI AN 33.33 0.00

Q1, Q3 0.00, 66.67 0.00, 33.33
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE 2

N 45 73

ME AN 20.74 7.76

SD 34.296 30.692
MEDI AN 33.33 0.00

Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX -33. 3100.0 -100 . Q0.0

DCOdate: 150C-R02B DBLdate: 15DEQ023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 326 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE3
N 41 58
MEAN 30.89 14.94
SD 31.964 23.506
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 33.33
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE3
N 40 57
MEAN 18.33 2.92
SD 31.981 31.673
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX -3 3. 3100.0 -100. aQo.0
CYCLE 4
N 39 53
MEAN 27.35 16.98
SD 28.482 25.839
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0. 0100.0 0. 0 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 327 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 4
N 38 52
ME AN 14.91 4. 49
SD 35.257 29.542
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00
M1 N MAX -6 6. 7100.0 -6 6. 7100.0
CYCLES5
N 39 45
ME AN 25.64 16.30
SD 29.081 26.230
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0. 0100.0 0. 0100.0
CHANGEF R O BASELINE AT CYCLES
N 38 44
ME AN 12.28 6.82
SD 35.869 28.375
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00
M1 N MAX -6 6. 7100.0 -6 6. 7100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;
QoL = Qu al i df yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 328 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE®6
N 37 38
MEAN 34.23 15.79
SD 33.781 27.658
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 33.33
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLEG6
N 36 38
MEAN 21.30 5.26
SD 33.949 32.444
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX -3 3. 3100.0 -6 6. 7100.0
CYCLE7
N 35 38
MEAN 25.71 9.65
SD 29.245 25.595
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0. 0100.0 0. 0 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)

Seite335von 493

51



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 329 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7
N 34 38
MEAN 12.75 0.88
SD 31.798 28.461
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
MI N MAX -33. 3100.0 -6 6. 71000
CYCLES8
N 34 37
MEAN 31.37 14.41
SD 33.776 25.508
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 33.33
M1 N MAX 0. 0100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLES8
N 33 37
MEAN 18.18 5.41
SD 37.352 31.927
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
M1 N MAX -6 6. 7100.0 -6 6. 7100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;
QoL = Qu al i df yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 330 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE9
N 32 32
MEAN 31.25 18.75
SD 30.454 30.454
MEDI AN 33.33 0.00
Q1, Q3 0.00, 50.00 0.00, 33.33
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE9
N 31 32
MEAN 19.35 9.38
SD 35.250 27.086
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX -6 6. 7100.0 -3 3. 3100.0
CYCLE 10
N 31 30
MEAN 30.11 15.56
SD 34.806 24.343
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 33.33
MI N MAX 0. 0100.0 0. 0 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 331 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10
N 30 30
ME AN 17.78 4. 44
SD 35.808 27.310
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
M1 N MAX -6 6. 7100.0 -6 6. 7100.0
CYCLE 11
N 30 27
ME AN 18.89 19.75
SD 25.795 28.132
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066.7 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE 11
N 29 27
ME AN 6.90 7.41
SD 24.200 31.123
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 0.00, 33.33
MI N MAX -33.366. 7 -6 6. 7100.0
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 332 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 12
N 27 23
ME AN 23.46 17.39
SD 28.963 26.342
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE 12
N 26 23
ME AN 14.10 2.90
SD 30.071 33.201
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX -33. 3100.0 -6 6. 7100.0
CYCLE 13
N 28 21
ME AN 22.62 15.87
SD 28.766 27.119
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0. 000.0 0. 0 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 333 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 13
N 27 21
ME AN 12.35 4. 76
SD 29.451 26.427
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
M1 N MAX -33. 3100.0 -3 3. 3100.0
CYCLE 14
N 21 13
ME AN 20.63 25.64
SD 28.822 30.894
MEDI AN 0.00 33.33
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0. 0100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE 14
N 20 13
ME AN 8.33 20.51
SD 28.357 32.026
MEDI AN 0.00 33.33
Q1, Q3 0.00, 16.67 0.00, 33.33
M1 N MAX -3 3. 3100.0 -3 3. 3100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;
QoL = Qu al i df yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 334 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 15
N 28 16
MEAN 23.81 25.00
SD 32.530 35.486
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R OBASELINE AT CYCLE 15
N 27 16
MEAN 13.58 20.83
SD 28.132 36.260
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX -3 3. 3100.0 -3 3. 3100.0
CYCLE 16
N 21 13
MEAN 30.16 17.95
SD 37.866 32.247
MEDI AN 0.00 0.00
Q1, Q3 0.00, 66.67 0.00, 33.33
MI N MAX 0. 0100.0 0. 0 100.0

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted
portiante trial.

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 335 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16
N 21 13
MEAN 15.87 12.82
SD 30.946 34.797
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
MI N MAX -33.366.7 -3 3. 3100.0
CYCLE 17
N 24 13
MEAN 26.39 10.26
SD 32.570 16.013
MEDI AN 16.67 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0. 0100.0 0.033.3
CHANGEF R OBASELINE AT CYCLE 17
N 23 13
MEAN 14.49 5.13
SD 26.258 18.490
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
M1 N MAX -33.366. 7 -33.333.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 336 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 18
N 11 8
MEAN 24.24 20.83
SD 36.790 24.801
MEDI AN 0.00 16.67
Q1, Q3 0.00, 66.67 0.00, 33.33
MI N MAX 0. 0 100.0 0.066.7
CHANGEF R OBASELINE AT CYCLE 18
N 11 8
MEAN 1212 16.67
SD 26.968 25.198
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX -33.366. 7 0.066.7
CYCLE 19
N 21 12
MEAN 31.75 1111
SD 37.232 16.412
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 33.33
MI N MAX 0. 0100.0 0.033.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 337 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19
N 21 12
MEAN 20.63 5.56
SD 30.689 19.245
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 16.67
MI N MAX -33.366.7 -33.333.3
CYCLE 20
N 10 5
MEAN 30.00 26.67
SD 33.148 27.889
MEDI AN 33.33 33.33
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0. 0100.0 0.066.7
CHANGEF R O BASELINE AT CYCLE 20
N 10 5
MEAN 16.67 20.00
SD 28.328 29.814
MEDI AN 16.67 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX -33.366. 7 0.066.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL- @3 0= Eur opebamgani s afori ®kesearch and Treatment of Can c oL

Quest i on+Caoirrae,

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 338 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 21
N 13 8
ME AN 17.95 20.83
SD 22.008 24.801
MEDI AN 0.00 16.67
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0.066.7
CHANGEF R OBASELINE AT CYCLE 21
N 13 8
ME AN 10.26 12.50
SD 28.495 30.538
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX -33.366. 7 -33.366. 7
CYCLE 22
N 18 7
ME AN 29.63 14.29
SD 30.008 26.227
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0. 0100.0 0.066.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 339 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22
N 18 7
ME AN 20.37 4. 76
SD 28.328 29.991
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 000, 0. 00O
M1 N MAX -33.366. 7 -33.366. 7
CYCLE 23
N 7 4
ME AN 14.29 33.33
SD 17.817 27.217
MEDI AN 0.00 33.33
Q1, Q3 0.00, 33.33 16.67, 50.00
M1 N MAX 0.033.3 0.066.7
CHANGEF R O BASELINE AT CYCLE 23
N 7 4
ME AN 9.52 25.00
SD 25.198 31.914
MEDI AN 0.00 16.67
Q1, Q3 0.00, 33.33 0.00, 50.00
M1 N MAX -33.333. 3 0.066.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 340 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 24
N 11 4
MEAN 24.24 0.00
SD 21.556 0.000
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
MI N MAX 0.066.7 0.000
CHANGEF R OBASELINE AT CYCLE 24
N 11 4
MEAN 21.21 -16. 67
SD 26.968 19.245
MEDI AN 33.33 -16.67
Q1, Q3 0.00, 33.33 -33.33®,.00
MI N MAX -33.366. 7 -33. 300
CYCLE 25
N 12 4
MEAN 25.00 0.00
SD 25.126 0.000
MEDI AN 33.33 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.066.7 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 341 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25
N 12 4
ME AN 19.44 -16. 67
SD 26.432 19.245
MEDI AN 33.33 -16. 67
Q1, Q3 0.00, 33.33 -33.33,00
M1 N MAX -33.366. 7 -33. 300
CYCLE 26
N 4 2
ME AN 50.00 16.67
SD 19.245 23.570
MEDI AN 50.00 16.67
Q1, Q3 33.33, 66.67 0.00, 33.33
M1 N MAX 333, 66. 7 0.033.3
CHANGEF R O BASELINE AT CYCLE 26
N 4 2
ME AN 50.00 0.00
SD 19.245 0.000
MEDI AN 50.00 0.00
Q1, Q3 33.33, 66.67 000, 0.00O
M1 N MAX 333, 66. 7 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 342 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82

CYCLE 27

N 6 4

MEAN 22.22 8.33

SD 27.217 16.667

MEDI AN 16.67 0.00

Q1, Q3 0.00, 33.33 0.00, 16.67
MI N MAX 0.066.7 0.033.3
CHANGEF R OBASELINE AT CYCLE 27

N 6 4

MEAN 16.67 -8.33

SD 34.960 16.667

MEDI AN 16.67 0.00

Q1, Q3 0.00, 33.33 -16. 6D, 00
MI N MAX -33.366. 7 -33. 300
CYCLE 28

N 9 4

MEAN 22.22 0.00

SD 28.868 0.000

MEDI AN 0.00 0.00

Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.066.7 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 343 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28
N 9 4
MEAN 18.52 -8.33
SD 33.793 16.667
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 -16. 6D, 00
MI N MAX -33.366.7 -33. 300
CYCLE 29
N 5 2
MEAN 33.33 0.00
SD 33.333 0.000
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 0.00
MI N MAX 0.066.7 0. 000
CHANGEF R O BASELINE AT CYCLE 29
N 5 2
MEAN 33.33 -16. 67
SD 33.333 23.570
MEDI AN 33.33 -16.67
Q1, Q3 0.00, 66.67 -33.33®,.00
MI N MAX 0.066.7 -33. 300

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase

portiante tri al

2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)

Seite350von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 344 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 30
N 2 3
ME AN 50.00 0.00
SD 23.570 0.000
MEDI AN 50.00 0.00
Q1, Q3 33.33, 66.67 000, 0.00
MI N MAX 333, 66.7 0. 000
CHANGEF R O BASELINE AT CYCLE 30
N 2 3
ME AN 50.00 -11.11
SD 23.570 19.245
MEDI AN 50.00 0.00
Q1, Q3 33.33, 66.67 -33.33®,.00
MI N MAX 333, 66.7 -33. 300
CYCLE 31
N 7 2
ME AN 33.33 0.00
SD 27.217 0.000
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 0.00
M1 N MAX 0.066.7 0. 000
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment
Questionnaire - Core 30;
QoL = Qu al i df yLife;

portiante tri al
Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

of Canc QoL

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 345 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE31
N 7 2
ME AN 33.33 0.00
SD 27.217 0.000
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 000, 0.00O
M1 N MAX 0.066.7 0. 000
CYCLE 32
N 3 1
ME AN 44.44 0.00
SD 19.245 N. A.
MEDI AN 33.33 0.00
Q1, Q3 33.33, 66.67 000, 0.00
M1 N MAX 333, 66. 7 0. 000
CHANGEF R O BASELINE AT CYCLE 32
N 3 1
ME AN 44.44 0.00
SD 19.245 N. A.
MEDI AN 33.33 0.00
Q1, Q3 33.33, 66.67 000, 0.00O
M1 N MAX 333, 66. 7 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 346 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 33
N 1 2
MEAN 33.33 0.00
SD N. A. 0.000
MEDI AN 33.33 0.00
Q1, Q3 33.33, 33.33 000, 0.00
MI N MAX 333, 33.3 0.000
CHANGEF R OBASELINE AT CYCLE 33
N 1 2
MEAN 33.33 0.00
SD N. A. 0.000
MEDI AN 33.33 0.00
Q1, Q3 33.33, 33.33 000, 0.00
MI N MAX 333, 33.3 0. 000
CYCLE 34
N 5 1
MEAN 13.33 0.00
SD 18.257 N. A.
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.033.3 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite353von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 347 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 34
N 5 1
ME AN 13.33 0.00
SD 18.257 N. A.
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00
MI N MAX 0.033. 3 0. 0000
CYCLE 36
N 1 0
ME AN 33.33
SD N. A.
MEDI AN 33.33
Q1, Q3 3333, 33.33
MI N MAX 333, 33.3
CHANGEF R O BASELINE AT CYCLE 36
N 1 0
ME AN 33.33
SD N. A.
MEDI AN 33.33
Q1, Q3 3333, 33.33
MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite354von 493



Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 348 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3 0
ME AN 2222

SD 19.245

MEDI AN 33.33

Q1, Q3 0.00, 33.33

MI N MAX 0.033. 3

CHANGEF R O BASELINE AT CYCLE 37

N 3 0
ME AN 2222

SD 19.245

MEDI AN 33.33

Q1, Q3 0.00, 33.33

MI N MAX 0.033. 3

CYCLE 38

N 1 0
ME AN 66.67

SD N. A.

MEDI AN 66.67

Q1, Q3 66.67, 66.67

MI N MAX 667, 66. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 349 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 38

N 1 0
ME AN 66.67

SD N. A.

MEDI AN 66.67

Q1, Q3 66.67, 66.67

MI N MAX 667, 66. 7

CYCLE 40

N 1 0
ME AN 66.67

SD N. A.

MEDI AN 66.67

Q1, Q3 66.67, 66.67

MI N MAX 667, 66. 7

CHANGEF R O BASELINE AT CYCLE 40

N 1 0
ME AN 66.67

SD N. A.

MEDI AN 66.67

Q1, Q3 66.67, 66.67

MI N MAX 667, 66. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 350 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 41

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33. 3

CHANGEF R O BASELINE AT CYCLE 41

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

CYCLE 43

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c QoL

Quest i on+Caoirrae,

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 351 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43

N 1 0

ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33. 3

END OF TREATMENT

N 14 22

ME AN 16.67 21.21

SD 25.318 28.257
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066. 7 0. 0100.0
CHANGEF R O BASELINE AT END OF TREATMENT

N 14 22

ME AN 0.00 3.03

SD 18.490 22.792
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 000, 0.00
MI N MAX -33.333. 3 -33.366. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante trial.

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 352 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
DI ARRHEA
BASELI NE
N 52 81
ME AN 6. 41 7.41
SD 14.817 15.811
MEDI AN 0.00 0.00
Q1, Q3 000, 0. 00O 000, 0.00O
M1 N MAX 0.066.7 0.066.7
CYCLE 2
N 46 73
ME AN 7.97 6. 39
SD 20.104 15.373
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX 0. 0100.0 0.066.7
CHANGEF R O BASELINE AT CYCLE 2
N 45 72
ME AN 0.74 -1.85
SD 20.706 15.713
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00 000, 0.00
M1 N MAX -66. 766. 7 -66. 733. 3

DCOdate: 150C-R2 028 DBLdate: 15DE-Q2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 353 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 3
N 40 58
ME AN 7.50 8.05
SD 19.226 18.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE3
N 39 57
ME AN 0.85 0.58
SD 20.925 22.264
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX -66. 766 . 7 -6 6. 7100.0
CYCLE 4
N 39 53
ME AN 7.69 11.95
SD 16.153 19.714
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 33.33
M1 N MAX 0.066.7 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 354 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 4

N 38 52

ME AN 0.88 2.56

SD 19.738 21.739

MEDI AN 0.00 0.00

Q1, Q3 000, 0.00 000, 0.00
M1 N MAX -66. 733. 3 -66. 766. 7
CYCLES5

N 39 44

ME AN 6. 84 7.58

SD 17.404 15.854

MEDI AN 0.00 0.00

Q1, Q3 000, 0.00 000, 0.00
M1 N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLES

N 38 43

ME AN 0.00 -0.78

SD 20.504 18.528

MEDI AN 0.00 0.00

Q1, Q3 000, 0.00 000, 0.00
M1 N MAX -66.766. 7 -66.733.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 355 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE®6
N 37 38
MEAN 5.41 15.79
SD 12.456 26.550
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00O0 0.00, 33.33
MI N MAX 0.033.3 0. 0 100.0
CHANGEF R O BASELINE AT CYCLEG6
N 36 38
MEAN -0.93 7.89
SD 18.663 30.446
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 33.33
MI N MAX -66. 733. 3 -6 6. 7100.0
CYCLE7
N 35 38
MEAN 8.57 14.04
SD 18.687 28.613
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 33.33
MI N MAX 0.066.7 0. 0100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 356 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7
N 34 38
ME AN 1.96 6. 14
SD 21.620 29.870
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX -66. 766 . 7 -6 6. 7100.0
CYCLES8
N 34 38
ME AN 6. 86 12.28
SD 21.366 25.018
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 0.00, 33.33
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R OBASELINE AT CYCLES8
N 33 38
ME AN 1.01 5.26
SD 24.274 23.920
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 000, 0.00
MI N MAX -6 6. 7100.0 -3 3. 31000
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 357 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE9
N 32 32
MEAN 6.25 15.63
SD 19.743 30.509
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00O0 0.00, 33.33
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE9
N 31 32
MEAN 1.08 8.33
SD 25.069 29.329
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX -6 6. 7100.0 -3 3. 3100.0
CYCLE 10
N 31 30
MEAN 4.30 12.22
SD 18.742 20.498
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 33.33
MI N MAX 0. 0100.0 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 358 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10
N 30 30
ME AN -1.11 6.67
SD 23.947 18.362
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
M1 N MAX -6 6. 7100.0 -33.366. 7
CYCLE 11
N 30 27
ME AN 3.33 7.41
SD 10.171 16.879
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX 0.033.3 0.066.7
CHANGEF R O BASELINE AT CYCLE 11
N 29 27
ME AN -2.30 3.70
SD 17.663 16.879
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00O 000, 0.00O
M1 N MAX -66. 733. 3 -33.366. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 359 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 12
N 27 23
ME AN 6. 17 13.04
SD 16.111 26.091
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 0.00, 33.33
M1 N MAX 0.066.7 0. 0100.0
CHANGEF R O BASELINE AT CYCLE 12
N 26 23
ME AN 0.00 8.70
SD 21.082 25.060
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00O 000, 0.00O
M1 N MAX -66. 766 . 7 0. 0100.0
CYCLE 13
N 28 21
ME AN 5.95 1111
SD 13.001 21.943
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00 000, 0.00O0
M1 N MAX 0.033.3 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas
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09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 360 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 13
N 27 21
ME AN 0.00 7.94
SD 16.013 23.345
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
M1 N MAX -33.333. 3 -33.366. 7
CYCLE 14
N 21 13
ME AN 6. 35 10.26
SD 17.059 21.014
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE 14
N 20 13
ME AN -1.67 5.13
SD 25.305 22.958
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00O 000, 0.00O
M1 N MAX -66. 766 . 7 -33.366. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 361 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 15
N 28 16
ME AN 5.95 12.50
SD 15.853 23.960
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 0.00, 16.67
MI N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE 15
N 27 16
ME AN 0.00 10.42
SD 20.672 26.440
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 16.67
MI N MAX -66. 766 . 7 -33.366. 7
CYCLE 16
N 21 13
ME AN 4. 76 12.82
SD 15.936 28.991
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX 0.066.7 0. 0 100.0

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p eCaganisation for Research and Treatment of Can c oL

Quest i on+Caoirrae,

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 362 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16
N 21 13
ME AN 0.00 7.69
SD 18.257 30.894
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
M1 N MAX -33.366. 7 -3 3. 3100.0
CYCLE 17
N 24 13
ME AN 11.11 10.26
SD 18.822 21.014
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0. 00O
M1 N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE 17
N 23 13
ME AN 4.35 5.13
SD 23.147 22.958
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0. 00O
M1 N MAX -66. 733. 3 -33.366. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 363 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 18
N 11 8
ME AN 12.12 12.50
SD 26.968 24.801
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 0.00, 16.67
MI N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE 18
N 11 8
ME AN 6.06 4. 17
SD 25.025 27.817
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX -33.366. 7 -33.366. 7
CYCLE 19
N 21 12
ME AN 7.94 19.44
SD 25.614 38.817
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 16.67
M1 N MAX 0. 000.0 0. 0 100.0
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 364 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19
N 21 12
ME AN 4. 76 13.89
SD 24.234 41.337
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00O0 000, 0.00O
M1 N MAX -33. 3100.0 -3 3. 3100.0
CYCLE 20
N 10 5
ME AN 10.00 6.67
SD 22.498 14.907
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX 0.066.7 0.033.3
CHANGEF R O BASELINE AT CYCLE 20
N 10 5
ME AN 3.33 0.00
SD 24.595 23.570
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00O 000, 0.00O0
M1 N MAX -33.366. 7 -33.333.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 365 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 21
N 13 8
ME AN 7.69 12.50
SD 19.971 24.801
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00O0 0.00, 16.67
M1 N MAX 0.066.7 0.066.7
CHANGEF R OBASELINE AT CYCLE 21
N 13 8
ME AN 5.13 8. 33
SD 18.490 29.547
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 0.00, 16.67
M1 N MAX 0.0p6.7 -33.366. 7
CYCLE 22
N 18 7
ME AN 3.70 9.52
SD 10.779 25.198
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 000, 0.00
M1 N MAX 0.033.3 0.0p6.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 366 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22
N 18 7
ME AN 1.85 4. 76
SD 7.857 29.991
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX 0.033.3 -33.366. 7
CYCLE 23
N 7 4
ME AN 4. 76 8. 33
SD 12.599 16.667
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 0.00, 16.67
MI N MAX 0.033.3 0.033.3
CHANGEF R O BASELINE AT CYCLE 23
N 7 4
ME AN 4. 76 0.00
SD 12.599 0.000
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 000, 0.00
MI N MAX 0.033.3 0. 000
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;

portiante tri al
Program Path:

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

/| projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 367 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 24
N 11 4
ME AN 0.00 16.67
SD 0.000 33.333
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 33.33
MI N MAX 0. 000 0.066.7
CHANGEF R O BASELINE AT CYCLE 24
N 11 4
ME AN 0.00 8.33
SD 0.000 41.944
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 16. 6 B3.33
MI N MAX 0. 0000 33.366.7
CYCLE 25
N 12 4
ME AN 2.78 0.00
SD 9.623 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
M1 N MAX 0.033.3 0. 000

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 368 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25
N 12 4
MEAN 2.78 -8.33
SD 9.623 16.667
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00O0 -16. 6D, 00
MI N MAX 0.033.3 -33. 300
CYCLE 26
N 4 2
MEAN 0.00 0.00
SD 0.000 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX 0. 000 0. 000
CHANGEF R O BASELINE AT CYCLE 26
N 4 2
MEAN 0.00 -16. 67
SD 0.000 23.570
MEDI AN 0.00 -16.67
Q1, Q3 0.00, 0.00 -33.39,.00
MI N MAX 0. 000 -33. 300

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 369 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 27
N 6 4
MEAN 0.00 25.00
SD 0.000 31.914
MEDI AN 0.00 16.67
Q1, Q3 000, 0.0O0 0.00, 50.00
MI N MAX 0. 000 0.066.7
CHANGEF R OBASELINE AT CYCLE 27
N 6 4
MEAN 0.00 16.67
SD 0.000 33.333
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 33.33
MI N MAX 0. 000 0.066.7
CYCLE 28
N 9 4
MEAN 0.00 16.67
SD 0.000 33.333
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 33.33
MI N MAX 0. 000 0.066.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 370 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28
N 9 4
MEAN 0.00 16.67
SD 0.000 33.333
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 0.00, 33.33
MI N MAX 0. 000 0.066.7
CYCLE 29
N 5 2
MEAN 0.00 33.33
SD 0.000 47.140
MEDI AN 0.00 33.33
Q1, Q3 0.00, 0.00 0.00, 66.67
M1 N MAX 0. 000 0.066.7
CHANGEF R O BASELINE AT CYCLE 29
N 5 2
MEAN 0.00 16.67
SD 0.000 23.570
MEDI AN 0.00 16.67
Q1, Q3 0.00, 0.00 0.00, 33.33
M1 N MAX 0. 000 0.033.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite377von 493



Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 371 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 30
N 2 3
MEAN 0.00 44.44
SD 0.000 38.490
MEDI AN 0.00 66.67
Q1, Q3 000, 0.0O0 0.00, 66.67
MI N MAX 0. 000 0.066.7
CHANGEF R OBASELINE AT CYCLE 30
N 2 3
MEAN 0.00 33.33
SD 0.000 33.333
MEDI AN 0.00 33.33
Q1, Q3 0.00, 0.00 0.00, 66.67
MI N MAX 0. 000 0.066.7
CYCLE 31
N 7 2
MEAN 4. 76 33.33
SD 12.599 47.140
MEDI AN 0.00 33.33
Q1, Q3 0.00, 0.00 0.00, 66.67
MI N MAX 0.033.3 0.066.7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024: 09: 53:
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 372 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE31
N 7 2
ME AN 4. 76 33.33
SD 12.599 47.140
MEDI AN 0.00 33.33
Q1, Q3 000, 0.00O0 0.00, 66.67
M1 N MAX 0.033.3 0.066.7
CYCLE 32
N 3 1
ME AN 0.00 0.00
SD 0.000 N. A.
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX 0. 000 0. 000
CHANGEF R O BASELINE AT CYCLE 32
N 3 1
ME AN 0.00 0.00
SD 0.000 N. A.
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX 0. 000 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p eCaganisation for Research and Treatment of Can c oL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 373 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 33
N 1 2
MEAN 0.00 33.33
SD N. A. 47.140
MEDI AN 0.00 33.33
Q1, Q3 000, 0.0O0 0.00, 66.67
MI N MAX 0. 000 0.066.7
CHANGEF R OBASELINE AT CYCLE 33
N 1 2
MEAN 0.00 33.33
SD N. A. 47.140
MEDI AN 0.00 33.33
Q1, Q3 0.00, 0.00 0.00, 66.67
MI N MAX 0. 000 0.066.7
CYCLE 34
N 5 1
MEAN 6.67 33.33
SD 14.907 N. A.
MEDI AN 0.00 33.33
Q1, Q3 0.00, 0.00 33.33, 33.33
MI N MAX 0.033.3 333, 33.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:09: 53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 374 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 34

N 5 1

ME AN 6.67 33.33

SD 14.907 N. A.
MEDI AN 0.00 33.33

Q1, Q3 000, 0.00 33.33, 33.33
MI N MAX 0.033. 3 333, 33. 3
CYCLE 36

N 1 0

ME AN 0.00

SD N. A.

MEDI AN 0.00

Q1, Q3 000, 0.00

MI N MAX 0. 000

CHANGEF R O BASELINE AT CYCLE 36

N 1 0

ME AN 0.00

SD N. A.

MEDI AN 0.00

Q1, Q3 000, 0.00

MI N MAX 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 375 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3 0
ME AN 0.00

SD 0.000

MEDI AN 0.00

Q1, Q3 000, 0.00

MI N MAX 0.000

CHANGEF R O BASELINE AT CYCLE 37

N 3 0
ME AN 0.00

SD 0.000

MEDI AN 0.00

Q1, Q3 000, 0.00

MI N MAX 0. 000

CYCLE 38

N 1 0
ME AN 0.00

SD N. A.

MEDI AN 0.00

Q1, Q3 000, 0.00

MI N MAX 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 376 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82

CHANGEF R O BASELINE AT CYCLE 38
N

ME AN

SD

MEDI AN

Q1, Q3

M1 N MAX

o»o
o o' o
o©o

.00

cocozor
o

CYCLE 40
N

ME AN
SD

MEDI AN
Q1, Q3
MI N MAX

o -

S
o»oO
o _ o' o

.00

cocozor
o
oo

CHANGEF R O BASELINE AT CYCLE 40
N

ME AN

SD

MEDI AN

Q1, Q3

MI N MAX

00, 0.00

cocozor
o
o

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 377 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82

CYCLE 41
N

ME AN
SD

MEDI AN
Q1, Q3
M1 N MAX

o»o
o o' o
o©o

.00

cocozor
o

CHANGEF R O BASELINE AT CYCLE 41
N

ME AN

SD

MEDI AN

Q1, Q3

MI N MAX

o -

S
o»oO
o _ o' o

.00

cocozor
o
oo

CYCLE 43
N

ME AN
SD

MEDI AN
Q1, Q3
MI N MAX

00, 0.00

cocozor
o
o

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 378 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43

N 1 0

ME AN 0.00

SD N. A.

MEDI AN 0.00

Q1, Q3 000, 0.00

MI N MAX 0.000

END OF TREATMENT

N 14 22

ME AN 19.05 16.67

SD 21.540 19.920
MEDI AN 16.67 0.00

Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066. 7 0.066. 7
CHANGEF R O BASELINE AT END OF TREATMENT

N 14 22

ME AN 9.52 10.61

SD 15.627 15.891
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.033. 3 0.033. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 379 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
FINANCIAL DIFFICULTIES
BASELI NE
N 52 81
ME AN 20.51 16.87
SD 29.634 25.886
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0. 0100.0 0. 0 100.0
CYCLE 2
N 46 73
ME AN 21.01 17.35
SD 28.422 25.525
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0. 0100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE 2
N 45 72
ME AN -1.48 1.85
SD 18.743 22.300
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00 000, 0.00
M1 N MAX -33.366. 7 -66. 766 . 7

DCOdate: 150C-R02B DBLdate: 15DEQ023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51

Repotrectinib (AUGTYRY®) Seite386von 493



Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 380 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE3
N 39 58
MEAN 19.66 14.94
SD 26.177 24.321
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE3
N 38 57
MEAN -1.75 -1.17
SD 18.900 25.170
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX -66. 733. 3 -100. aqo.0
CYCLE 4
N 39 53
MEAN 21.37 11.95
SD 25918 19.714
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

to pat i enftrso Phase 2

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 381 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE4
N 38 52
ME AN 0.00 -4.49
SD 23.250 23.827
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00O0 000, 0.00O
M1 N MAX -66. 766 . 7 -100. 3. 3
CYCLES
N 39 43
ME AN 20.51 11.63
SD 27.161 19.084
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0. 0100.0 0.066.7
CHANGEF R O BASELINE AT CYCLES
N 38 43
ME AN 0.00 -3.88
SD 26.846 25416
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00O 000, 0.00O0
M1 N MAX -66. 766 . 7 -100. ®6. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 382 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE®6
N 37 37
MEAN 21.62 9.91
SD 30.648 15.446
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0. 0 100.0 0.033.3
CHANGEF R O BASELINE AT CYCLEG6
N 36 37
MEAN 2.78 -6.31
SD 23.060 24.643
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX -66. 766 . 7 -100. 3. 3
CYCLE7
N 35 37
MEAN 20.00 7.21
SD 28.238 17.804
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0. 0100.0 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 383 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE7
N 34 37
ME AN 0.98 -9.01
SD 22.451 26.815
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00O0 -33.39®, 00
M1 N MAX -66. 766 . 7 -100. ®6. 7
CYCLE8
N 34 38
ME AN 19.61 10.53
SD 27.362 17.511
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0. 0100.0 0.066.7
CHANGEF R O BASELINE AT CYCLES8
N 33 38
ME AN 0.00 -5.26
SD 26.352 23.920
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00O 000, 0.00O0
M1 N MAX -66. 766 . 7 -100. ®6. 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 384 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE9
N 32 32
MEAN 20.83 16.67
SD 29.022 28.081
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0. 0 100.0 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE9
N 31 32
MEAN 1.08 -1.04
SD 26.505 29.916
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 000, 0.00
MI N MAX -66. 766 . 7 -100. ®6. 7
CYCLE 10
N 31 30
MEAN 18.28 14.44
SD 26.996 18.944
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0. 0100.0 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 385 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 10
N 30 30
ME AN -1.11 -4.44
SD 26.957 22.715
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00O0 000, 0.00O
M1 N MAX -66. 766 . 7 -100. 3. 3
CYCLE 11
N 30 27
ME AN 22.22 13.58
SD 28.139 21.202
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0. 0100.0 0.066.7
CHANGEF R O BASELINE AT CYCLE 11
N 29 27
ME AN 2.30 -2.47
SD 28.074 29.127
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00O 000, 0.00O
M1 N MAX -66. 766 . 7 -100. 3. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 386 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 12
N 27 23
ME AN 16.05 14.49
SD 26.747 19.659
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0. 0 100.0 0.066.7
CHANGEF R O BASELINE AT CYCLE 12
N 26 23
ME AN -5.13 -1.45
SD 27.797 30.942
MEDI AN 0.00 0.00
Q1, Q3 -33.3%®,.00 0.00, 0.00
MI N MAX -66. 766 . 7 -100. 3. 3
CYCLE 13
N 28 21
ME AN 14.29 15.87
SD 24.727 20.053
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 387 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 13

N 27 21

ME AN -6.17 1.59

SD 22715 26.825

MEDI AN 0.00 0.00

Q1, Q3 -33.39,. 00 000, 0.00
MI N MAX -66.733. 3 -66. 766. 7
CYCLE 14

N 21 13

ME AN 14.29 12.82

SD 22537 21.681

MEDI AN 0.00 0.00

Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066. 7 0.066. 7
CHANGEF R O BASELINE AT CYCLE 14

N 20 13

ME AN -5.00 -7.69

SD 16.312 38.858

MEDI AN 0.00 0.00

Q1, Q3 000, 0.00 000, 0.00
MI N MAX -33.333. 3 -100. 3. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 388 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 15
N 28 16
ME AN 15.48 18.75
SD 24.816 24.248
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE 15
N 27 16
ME AN -6.17 0.00
SD 26.209 34.427
MEDI AN 0.00 0.00
Q1, Q3 -33.3%®,.00 0.00, 33.33
MI N MAX -66. 733. 3 -100. 3. 3
CYCLE 16
N 21 13
ME AN 15.87 10.26
SD 22.655 21.014
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
M1 N MAX 0.066.7 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 389 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 16
N 21 13
ME AN -3.17 -10. 26
SD 17.965 34.385
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 000, 0.00O
M1 N MAX -33.333. 3 -100. 3. 3
CYCLE 17
N 24 13
ME AN 9.72 17.95
SD 18.334 32.247
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 33.33
M1 N MAX 0.066.7 0. 0100.0
CHANGEF R O BASELINE AT CYCLE 17
N 23 13
ME AN -5.80 2.56
SD 21.678 31.802
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0. 00O 000, 0.00O
M1 N MAX -66. 733. 3 -66. 766 . 7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 390 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 18
N 11 8
ME AN 15.15 29.17
SD 22.918 37.533
MEDI AN 0.00 16.67
Q1, Q3 0.00, 33.33 0.00, 50.00
MI N MAX 0.066.7 0. 0 100.0
CHANGEF R O BASELINE AT CYCLE 18
N 11 8
ME AN 0.00 0.00
SD 14.907 30.861
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 -16. 6D, 00
MI N MAX -33.333.3 -33.366. 7
CYCLE 19
N 21 12
ME AN 14.29 19.44
SD 22.537 26.432
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.066.7 0.066.7
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 391 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 19
N 21 12
ME AN 0.00 2.78
SD 18.257 30.011
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 0.00, 33.33
M1 N MAX -33.333. 3 -66. 733. 3
CYCLE 20
N 10 5
ME AN 16.67 13.33
SD 23.570 290.814
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0. 00O
M1 N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE 20
N 10 5
ME AN 0.00 6. 67
SD 15.713 14.907
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O
M1 N MAX -33.333. 3 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 392 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 21
N 13 8
ME AN 20.51 4. 17
SD 28.991 11.785
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 000, 0.00O
M1 N MAX 0.066.7 0.033.3
CHANGEF R OBASELINE AT CYCLE 21
N 13 8
ME AN 0.00 -4.17
SD 19.245 21.362
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 16. 6D, 00
M1 N MAX -33.333.3 33.333.3
CYCLE 22
N 18 7
ME AN 16.67 14.29
SD 28.583 17.817
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
M1 N MAX 0.0p6.7 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 393 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 22
N 18 7
ME AN 1.85 4. 76
SD 17.977 23.002
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 33.33
M1 N MAX -33.333. 3 -33.333. 3
CYCLE 23
N 7 4
ME AN 28.57 0.00
SD 35.635 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 66.67 000, 0.00
MI N MAX 0.0p6.7 0. 000
CHANGEF R O BASELINE AT CYCLE 23
N 7 4
ME AN 4. 76 -8.33
SD 12.599 16.667
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 -16.6D, 00
MI N MAX 0.033.3 -33. 300
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 394 of 405
Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial
EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds
N = 53 N = 82
CYCLE 24
N 11 4
ME AN 15.15 16.67
SD 27.340 33.333
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 33.33
MI N MAX 0.066.7 0.066.7
CHANGEF R O BASELINE AT CYCLE 24
N 11 4
ME AN -3.03 8.33
SD 23.355 16.667
MEDI AN 0.00 0.00
Q1, Q3 -33.3%®,.00 0.00, 16.67
MI N MAX -33.333.3 0.033.3
CYCLE 25
N 12 4
ME AN 13.89 8.33
SD 26.432 16.667
MEDI AN 0.00 0.00
Q1, Q3 0.00, 16.67 0.00, 16.67
M1 N MAX 0.066.7 0.033.3
DCOdate: 150C-1202 B8 DBL date: 15DE-Q023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL
Questionnaire - Core 30;
QoL = Qu al i df yLife;
portiante tri al
Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
Program Name: r tsypr oql gqteb3r02365. sas

TKI =t yrosiknenas@ahi bi tRestricted to pat i erftrso Phase 2

Repotrectinib (AUGTYRY®) Seite401von 493
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 395 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 25
N 12 4
ME AN 0.00 8.33
SD 20.101 16.667
MEDI AN 0.00 0.00
Q1, Q3 000, 0.0O0 0.00, 16.67
M1 N MAX -33.333. 3 0.033.3
CYCLE 26
N 4 2
ME AN 33.33 16.67
SD 38.490 23.570
MEDI AN 33.33 16.67
Q1, Q3 0.00, 66.67 0.00, 33.33
M1 N MAX 0.066.7 0.033.3
CHANGEF R O BASELINE AT CYCLE 26
N 4 2
ME AN 8.33 16.67
SD 16.667 23.570
MEDI AN 0.00 16.67
Q1, Q3 0.00, 16.67 0.00, 33.33
M1 N MAX 0.033.3 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 396 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 27
N 6 4
MEAN 22.22 16.67
SD 34.427 33.333
MEDI AN 0.00 0.00
Q1, Q3 0.00, 66.67 0.00, 33.33
MI N MAX 0.066.7 0.066.7
CHANGEF R OBASELINE AT CYCLE 27
N 6 4
MEAN 0.00 8.33
SD 21.082 16.667
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 16.67
M1 N MAX -33.333. 3 0.033.3
CYCLE 28
N 9 4
MEAN 18.52 8.33
SD 29.397 16.667
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 16.67
MI N MAX 0.066.7 0.033.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 397 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 28
N 9 4
ME AN 3.70 0.00
SD 20.031 27.217
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 16. 6 16.67
M1 N MAX -33.333. 3 33.333. 3
CYCLE 29
N 5 2
ME AN 26.67 0.00
SD 36.515 0.000
MEDI AN 0.00 0.00
Q1, Q3 0.00, 66.67 000, 0.00
MI N MAX 0.0p6.7 0. 000
CHANGEF R O BASELINE AT CYCLE 29
N 5 2
ME AN 6. 67 0.00
SD 14.907 0.000
MEDI AN 0.00 0.00
Q1, Q3 000, 0.00 000, 0.00
MI N MAX 0.033.3 0. 000
DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment

Questionnaire - Core 30;
QoL = Qu al i af yLife;
portiante tri al

TKI =t yrosiknenas@ahi bi tRestricted

of Canc QoL

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 398 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 30
N 2 3
MEAN 33.33 22.22
SD 47.140 38.490
MEDI AN 33.33 0.00
Q1, Q3 0.00, 66.67 0.00, 66.67
MI N MAX 0.066.7 0.066.7
CHANGEF R OBASELINE AT CYCLE 30
N 2 3
MEAN 0.00 1111
SD 0.000 19.245
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00 0.00, 33.33
MI N MAX 0. 000 0.033.3
CYCLE 31
N 6 2
MEAN 22.22 33.33
SD 27.217 47.140
MEDI AN 16.67 33.33
Q1, Q3 0.00, 33.33 0.00, 66.67
MI N MAX 0.066.7 0.066.7

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted

portiante tri al

to pat i enftrso Phase 2

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas

17JUL2024:

09:

53:
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 399 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE31
N 6 2
ME AN 0.00 16.67
SD 21.082 23.570
MEDI AN 0.00 16.67
Q1, Q3 000, 0.0O0 0.00, 33.33
M1 N MAX -33.333. 3 0.033.3
CYCLE 32
N 3 1
ME AN 22.22 0.00
SD 38.490 N. A.
MEDI AN 0.00 0.00
Q1, Q3 0.00, 66.67 0.00, 0. 00O
M1 N MAX 0.066.7 0. 000
CHANGEF R O BASELINE AT CYCLE 32
N 3 1
ME AN 0.00 0.00
SD 0.000 N. A.
MEDI AN 0.00 0.00
Q1, Q3 0.00, 0.00O0 000, 0.00O0
M1 N MAX 0. 000 0. 000

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 400 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 33
N 1 2
MEAN 66.67 0.00
SD N. A. 0.000
MEDI AN 66.67 0.00
Q1, Q3 66.67, 66.67 000, 0.00
MI N MAX 66.7, 66. 7 0.000
CHANGEF R OBASELINE AT CYCLE 33
N 1 2
MEAN 33.33 -16.67
SD N. A. 23.570
MEDI AN 33.33 -16.67
Q1, Q3 33.33, 33.33 -33.39,.00
MI N MAX 333, 33.3 -33. 300
CYCLE 34
N 5 1
MEAN 20.00 0.00
SD 29.814 N. A.
MEDI AN 0.00 0.00
Q1, Q3 0.00, 33.33 0.00, 0.00
MI N MAX 0.066.7 0. 000

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 401 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 34

N 5 1

ME AN 13.33 -33.33
SD 18.257 N. A.
MEDI AN 0.00 -33.33
Q1, Q3 0.00, 33.33 -33.3333. 33
MI N MAX 0.033. 3 -33. 3-333
CYCLE 36

N 1 0

ME AN 66.67

SD N. A.

MEDI AN 66.67

Q1, Q3 66.67, 66.67

MI N MAX 667, 66. 7

CHANGEF R O BASELINE AT CYCLE 36

N 1 0

ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Protocol: TPX00061 Page 402 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 37

N 3 0
ME AN 33.33

SD 33.333

MEDI AN 33.33

Q1, Q3 0.00, 66.67

MI N MAX 0.066. 7

CHANGEF R O BASELINE AT CYCLE 37

N 3 0
ME AN 2222

SD 19.245

MEDI AN 33.33

Q1, Q3 0.00, 33.33

MI N MAX 0.033. 3

CYCLE 38

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 403 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 38

N 1

ME AN 0.00

SD N. A.
MEDI AN 0.00

Q1, Q3 000, 0.00
MI N MAX 0.000
CYCLE 40

N 1

ME AN 66.67

SD N. A.
MEDI AN 66.67

Q1, Q3 66.67, 66.67
MI N MAX 667, 66. 7
CHANGEF R O BASELINE AT CYCLE 40

N 1

ME AN 33.33

SD N. A.
MEDI AN 33.33

Q1, Q3 3333, 33.33
MI N MAX 333, 33.3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante trial.

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables
17JUL2024:09: 53:

Program Name: r tsypr oql gqteb3r02365. sas
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Protocol: TPX00061 Page 404 of 405

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CYCLE 41

N 1 0
ME AN 66.67

SD N. A.

MEDI AN 66.67

Q1, Q3 66.67, 66.67

MI N MAX 667, 66. 7

CHANGEF R O BASELINE AT CYCLE 41

N 1 0
ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33.3

CYCLE 43

N 1 0
ME AN 66.67

SD N. A.

MEDI AN 66.67

Q1, Q3 66.67, 66.67

MI N MAX 667, 66. 7

DCOdate: 150C-2 0238 DBL date: 15DE-2 023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Protocol: TP>00081

Table P.2.2
Summary of EORTCQL - 3 Gby Cycle
Safety Set for NTRK+
Subj edtrsoPhase 2 Por t i af nthe Trial

Page 405 of 405

EXH TKinai vseubj ect s EXR6 TKdpr et r e asubjeds

N = 53 N = 82
CHANGEF R O BASELINE AT CYCLE 43

N 1 0

ME AN 33.33

SD N. A.

MEDI AN 33.33

Q1, Q3 3333, 33.33

MI N MAX 333, 33. 3

END OF TREATMENT

N 14 22

ME AN 28.57 10.61

SD 38.911 15.891

MEDI AN 0.00 0.00

Q1, Q3 0.00, 66.67 0.00, 33.33
MI N MAX 0. 0100.0 0.033.3
CHANGEF R O BASELINE AT END OF TREATMENT

N 14 22

ME AN 0.00 -4.55

SD 26.149 15.585

MEDI AN 0.00 0.00

Q1, Q3 000, 0.00 000, 0.00
MI N MAX -33.366. 7 -33.333. 3

DCOdate: 150C-R202B DBLdate: 15DE®023

EORTCQL-@ 3 0= Eur o p edaganisation for Research and Treatment of Can c &olL

Questionnaire - Core 30;

QoL = Qual i afyLife;, TKI =t yr osiknenasa&hi bi tRestricted to pat i erftrso Phase 2

portiante tri al

Program Path: / projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tables

Program Name: r tsypr oql gqteb3r02365. sas 17JUL2024:09:53:51
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Anhang 4-G 3. Endpunkte Vertraglichkeit : Weitere Analysen
Anhang 4-G 3.1 Unerwiinschte Ereignisse von besonderem Interesse (UESI)

Anhang 4-G 3.1.1 Jegliche UESI
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen
Prot ocol -0 0T0MBX

Table S. 2.2

Page 1 of 1

Treat mEmergent Adverse Events of Special I nterest by Medical C
Safety Set for NTRK+
TKidnaive subjects TKipretreated subj

Medi cal Concept (N = 57) (N = 83)
SUBJECTS WI TH ANY AESI 57 (100.0) 76 ( 91.6)
At axi a 29 ( 50.9) 18 ( 21.7)
Cognitive Disorders 19 ( 33.3) 16 ( 19. 3)
Dizziness 44 ( 77.2) 49 ( 59.0)
Dysgeusi a 42 ( 73.7) 45 ( 54.2)
Hepatic Enzyme El evation 15 ( 26. 3) 20 ( 24.1)
Mood Disorders 3 5. 3) 4 ( 4.8)
Muscul ar Weakness 13 ( 22.8) 14 ( 16.9)
Paraesthesia 25 ( 43.9) 30 ( 36.1)
Peripheral Sensory Neuropathy 12 ( 21.1) 15 ( 18.1)
Pneumonitis 2 3.5) 2 2.4)
QT Prolongation 0 1 ( 1.2)
Skel et al Fractures 1 1.8) 3 3.6)
Sl eep Disorders 15 ( 26. 3) 16 ( 19. 3)
Vi sion Disorders 13 ( 22.8) 13 ( 15.7)
DCO dateOC®®»23 / DBL dBE&:02135
Abbreviations: AESI-EmeTgeat mé&ntver s eSpEevceinatl olfnt erest .
Percentages are based on the total number of subjects n th corresponding cohort
Adverse events were coded using the MedDRA dictionary, Version 25.0.
Adverse events occurring on or after the first dose sdeatoef tshtruoduyghdr2u8g days after | a
are considered treatment emergent .
All Medical Concepts are included irrespective of heir frequency, and sorted al
Program Path: /projects/ bms227017/stats/secpub/spl27p1024/dec2023_dbl 03/ prog/tabl
Program Namesumbecbr 2365. sas 28MAY2024:1

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Anhang 4G 3.1.2 SchwereUESI( UESI mit einem Schweregrad von O 3 nach CTCAE)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025
Erganzende Analysen

Prot ocol -0 0T0MBX Page 1 of 1

Table S.3.2
Severe Tre&mmemgtent Adverse Events of Special Interest by Medical
Safety SeNTRHK*

TKidnaive subjects TKipretreated subj

Medi cal Concept (N = 57) (N = 83)
SUBJECTS WI TH ANY SEVERE AESI 13 ( 22.8) 7 | 8. 4)
Cognitive Disorders 3 5. 3) 0

Dizziness 5 ( 8. 8) 2 2. 4)
Hepatic Enzyme El evation 5 ( 8. 8) 2 2. 4)
Muscul ar Weakness 1 ( 1.8) 2 2.4)
Paraesthesi a 1 ( 1.8) 0

Peri pheral Sensory Neuropathy 1 ( 1.8) 0

Pneumonitis 0 1 1.2)

Vi sion Disorders 1 ( 1.8) 0

DCO dat eOCR®»23 / DBL dBE®:02135

Abbreviations: AESI-EmeTgeat mdAdtver se Event of Speci al I nterest

Percentages are based on the total themcerresposnbj egt sohwrt

Adverse events were coded using the MedDRA dictionary, Version 25.0.

Adverse events occurring on or after the first dose date through 28 days after | a
are considered treatment emergent .

Al l Medi cal CoeciepdliIsu cded, irrespective of their frequency, and sorted alphabetica
Program Path: /projects/ bms227017/stats/secpub/spl27pl1024/dec2023_dbl 03/ prog/tabl
Program Namesumbecbr 2365. sas 28MAY2024: 1
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Anhang 4-G 3.1.3 Schwerwiegende UESI
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Dosser zur NutzenbewerturigModul 4A

Stand:28.04.2025

Erganzende Analysen

Prot ocol -0 0T0MBX Page 1 of 1
Table S. 4.2
Serious TrelBmenegént Adverse Events of Special Interest by Medical
Safety Set for NTRK+
TKidnaive subjects TKipretreated subj

Medi cal Concept (N = 57) (N = 83)
SUBJECTS WI TH ANY SERI OUS AESI 4 ( 7.0) 5 ( 6.0)
Cognitive Disorders 2 3.5) 1 1.2)
Dizziness 0 2 2. 4)
Muscul ar Weakness 1 ( 1.8) 1 ( 1.2)
Pneumonitis 0 1 ( 1.2)
Skel etal Fractures 0 1 ( 1.2)
Vi sion Disorders 1 ( 1.8) 0
DCO dat eOCR®»23 / DBL dBE&:02135
Abbreviations: AESI-EmeTgeat mdAdtver se Event of Speci al I nterest.
Percentages are based on the total number of subjects in the corresponding cohort
Adverse events were coded using the MedDRA dictionary, Version 25.0.
Adverse events occurring on or after the first dose date through 28 days after | a
are considered treatment emergent.
Al'l Medical Concepts are included, irrespective of their frequency, and sorted al
Program Hetrio:;j ects/ bms227017/stats/ secpub/spl27p1024/dec2023_dbl 03/ prog/tables
Program Namesumbiecbr 2365. sas 28MAY2024: 1

Repotrectinib (AUGTYRY®)
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Dosser zur NutzenbewerturigModul 4A Stand:28.04.2025

Erganzende Analysen

Anhang 4-G 3.2 UE auf SOC/PT-Ebene

Anhang 4-G 3.2.1 Jegliche UE auf SOC/PTEbene
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Stand:28.04.2025

Dosser zur NutzenbewerturigModul 4A

Erganzende Analysen
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1] Table S.7.2
Severe Tre&mmemgtent Adverse Events by System Organ
Safety Set for NTRK+

SOC EXH» TKilaive subject EXH TKihretreated su

PT L N = 57 w N = 83

Muscul oskel etal and connective tissue disorda8ré 5.3) 4 ( . 8)

Back pain 0 1 ( 1.2)

Bone pain 1 | 1.8) 0

Muscul ar weakness 1 ( 1.8) 2 2.4)

My al gi a 0 1 ( 1.2)

Myopathy 1 ( 1.8) 0

Pain in extremity 0 1 ( 1.2)

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 0 2 2.4)

Large cell lung cancer 0 1 ( 1.2)

Pericardial effusion malignant 0 1 ( 1.2)

DCO dat eOC-BE®W 23 7/ DBL d¢BEE0 2135

Abbreviati ons: TEAEEmeTgeat ment

Adverse Event.

Percentages are based on the total number of subjects in the corresponding cohort.

Adverse events were coded using the MedDRA dictionary, Version 25.0.

Adverse events occurring on or after the first dose date through 28 days after | ast dose of st
are considered treatment emergent . Severe TEAE are TEAE CTCAE Grade >=3.

System Organ Classes are sorted alphabetically, and then within each System Organ Class, Prefel
are sorted alphabetically as well.

Al'l System Organ Classes and Preferred Terms are included, irrespective of their frequency.
Program Path: /projects/ bms227017/stats/ secpub/ spl27pl1024/dec2023_dbl 03/ prog/tables
Program Namesumso-ceptr 2365. sas 20JUN2024:04:33:35
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Il Table E.10.
lloverall Surv
UBubgroup Anal
Safety Set fo

EXH» TKilaive subjects EXH TKpretreated subjects

Events Medi an (1) Event s Medi an (1)
Parameter N n (%) (95% ClI) (2) (months) 1] N n (%) (95% CI) (2) (months)

SOLVENT MUTATI ON STATUS

YES 0 0 N. M. E. 29 18 ( 62.1m3.22 (8.57, 25.2
N O 57 17 ( 29.885.59 (25.56, N.B4) 18 ( 33.B9.32 (11.60, 25
BRAI'N METASTASIS BY | NVESTI GATOR

YES 13 5 ( 38. W) M. E 16 9 ( 56. %) M. E

N O 44 12 ( 27.85.59 (N.A., N.A6Y 27 ( 40.B9.12 (12.19, 25
BRAI N METASTASI S BY BI CR

YES 12 6 ( 50. WN) M. E 17 9 ( 52.9%)M

N O 45 11 ( 24.%5.59 (N.A., N.AG6%Dp 27 ( 40.1B9.12 (12.19, 25
ANY PRI OR TREATMENT WI TH ENTRECTI NI B

YES 0 0 N. M. E. 35 15 ( 42.©9.32 (12.22, 32.
N O 57 17 ( 29.B5.59 (25.56, N.A8) 21 ( 43.B3%.45 (10.18, 25.
ANY PRI OR TREATMENT WI TH LAROTRECTI NI B

YES 0 0 N. M. E. 48 20 ( 41.T7¢.92 (10.18, 25.
N O 57 17 ( 29.B5.59 (25.56, N.A&A5) 16 ( 45.7¥9.32 (12.22, 32.
DCO dat eOCR®23 / DBL dBE€:02135

Percentages are based on the total number of subjects in the respective subgroup (wit
Overall survival (0OS) is defined as the time from the first dose of repotreayinib to
(1) Median computed-Msiierg matph ad.

(2) 95% Cls are basd&Meéiem kKephadol ogy using the Greenwood variance

estimate. Program Path:
/| projects/ bms227017/stats/ secpub/ spl27p1024/dec2023_dbl 03/ prog/tables
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he
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Events Events
Parameter N n (oAl 95% CI N n (%) 95% C

AGE (YEARS)

>= 12 TO < 18 0 0 N. M. E. 0 0 N. M. E.

>= 18 TO < 65 35 18 ( 51.43)4.0, 68.6 53 26 ( 49.135.1, 63.2

>= 65 TO < 75 15 11 ( 73.3%9)4.9, 92.2 23 15 ( 65.242.7, 83.6

>= 75 7 6 ( 85.7N. M. E. 7 4 ( 57.1N. M. E.

SEX

MALE 28 19 ( 67.97.6, 84.1 40 24 ( 60.043.3, 75.1
FEMALE 29 16 ( 55.235.7, 73.6 43 21 ( 48.83)3.3, 64.5

RACE

AMERI CAN | NDI AN OR ALASKAN NATI VE 0 0 N. M. E. 0 0 N. M. E.

ASI AN 25 14 ( 56.03%4.9, 75.6 21 12 ( 57.134.0, 78.2

WHI TE 20 14 ( 70.045.7, 88.1 54 29 ( 53.739.6, 67.4
NATI VE HAWAI |l AN OR OTHER PACIFI C | SLANDBR N. M. E. 0 0 N. M. E.

BLACK OR AFRI CAN AMERI CAN 2 1 ( 50.0N. M. E. 2 1 ( 50.0N. M. E.

OTHER 1 0 N. M. E. 0 0 N. M. E.

NOT REPORTED OR UNKNOWN 9 6 ( 66.7N. M. E. 6 3 ( 50.0N. M. E.

REGI ON

us 9 6 ( 66.7N. M. E. 28 16 ( 57.13y7.2, 75.5

ASI A 22 12 ( 54.532.2, 75.6 15 9 60. ON. M. E.

OTHER 26 17 ( 65.44)4.3, 82.8 40 20 ( 50.033.8, 66.2

DCO dat eOCRP®»23 / DBL dBE€:02135
Abbreviations: TEAEEmeTmgeat ment
Adverse Event.

Percentages are based on the total number of subjects in the respective subgroup (within
Adverse events were coded using the MedDRA dictionary, Version 25.0.
Adverse events occurring on or after the first dose date through 28 days after | ast dose
study drug
are considered treatment emergent. Severe TEAE are TEAE CTCAE Grade >=3.
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L Table S.11.2

Severe Tre&mmemgtnt Advers

L Subgroup Analysis
Safety Set for NTRK

EXH» TKilaive subjects EXH TKipretreated subjects

Events Events

Parameter N n (Al 95% ClI N n (%) 95% C
ECOG PERFORMANCE STATUS
0 23 13 56.534.5, 76.8 35 13 ( 37.121.5, 55.1
1 34 22 ( 64.7)6.5, 80. 3 48 32 ( 66.7591.6, 79.6
SOLVENT MUTATI ON STATUS
YES 0 0 N. M. E. 29 17 ( 58.638.9, 76.5
N O 57 35 ( 61.4)7.6, 74.0 54 28 ( 51.9)7.8, 65.7
BRAI'N METASTASI S BY | NVESTI GATOR
YES 13 9 ( 69.2N. M. E. 16 9 ( 56.3N. M. E.
N O 44 26 ( 59.143.2, 73.7 67 36 ( 53.7H1.1, 66.0
BRAI' N METASTASIS BY BI CR
YES 12 8 ( 66.7N. M. E. 17 9 ( 52.9N. M. E.
N O 45 27 ( 60.00H4.3, 74.3 66 36 ( 54.5H1.8, 66.9
ANY PRI OR TREATMENT WI TH ENTRECTI NI B
YES 0 0 N. M. E. 35 17 ( 48.631.4, 66.0
N O 57 35 ( 61.44)7.6, 74.0 48 28 ( 58.3%3.2, 72.4
ANY PRI OR TREATMENT WI TH LAROTRECTI NI B
YES 0 0 N. M. E. 48 26 ( 54.239.2, 68.6
N O 57 35 ( 61.4)7.6, 74.0 35 19 ( 54.336.6, 71.2
DCO dat eOCR®23 / DBL dBE€:02135
Abbreviations: TEAEEmeTmgeat ment
Adverse Event.
Percentages are based on the total number of subjects in the respective subgroup (within the cc
Adverse events were coded using the MedDRA dictionary, Version 25.0.
Adverse events occurring on or after the first dose date through 28 days after |l ast dose of
study drug
are considered treatment emergent. Severe TEAE are TEAE CTCAE Grade >=3.
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Prot ocol -0 0T0MBX Page 1 of 2
w Table S.12.2
Serious TreBmenegent Advers
Subgroup Analysis
Safety Set for NTRKH+
EXH» TKilaive subjects EXH TKipretreated subjects
Events Events
Parameter N n (Al 95% ClI N n (%) 95% C
AGE ( YEARS)
>= 12 TO < 18 0 0 N. M. E. 0 0 N. M. E.
>= 18 TO < 65 35 12 ( 34.3)9.1, 52.2 53 15 ( 28.3)6.8, 42.3
>= 65 TO < 75 15 9 ( 60.0N. M. E. 23 11 ( 47.8)6.8, 69.4
>= 75 7 5 ( 71.4N. M. E. 7 3 ( 42.9N. M. E.
SEX
MAL E 28 11 ( 39.3)1.5, 59.4 40 16 ( 40.024.9, 56.7
FEMALE 29 15 ( 51.7)2.5, 70.6 43 13 ( 30.2p7.2, 46.1
RACE
AMERI CAN | NDI AN OR ALASKAN NATI VE 0 0 N. M. E. 0 0 N. M. E.
ASI AN 25 10 ( 40.01.1, 61.3 21 7 ( 33.3N. M. E.
WHI TE 20 8 ( 40.0N. M. E. 54 20 ( 37.024.3, 51.3
NATI VE HAWAI |l AN OR OTHER PACIFIC | S_LANDBR N. M. E. 0 0 N. M. E.
BLACK OR AFRI CAN AMERI CAN 2 1 ( 50.0N. M. E. 2 0 N. M. E.
OTHER 1 0 N. M. E. 0 0 N. M. E.
NOT REPORTED OR UNKNOWN 9 7 ( 77.8N. M. E. 6 2 ( 33.3N. M. E.
REGI ON
us 9 5 ( 55.6N. M. E. 28 11 ( 39.321.5, 59.4
ASI A 22 9 ( 40.9N. M. E. 15 6 ( 40.0N. M. E.
OTHER 26 12 ( 46.226.6, 66.6 40 12 ( 30.01)6.6, 46.5
DCO dat eOCR®23 / DBL dBE-€:02135
Percentages are based on the total number of subjects in the respective subgroup (within the cc
Adverse events were coded using the MedDRA dictionary, Version 25.0.
Adverse events occurring on or after the first dose date through 28 days after |l ast dose of st
are considered treatment emergent.
Program Path: [/ pic/projects5/blinded/ bms227017/stats/ secpub/spl27p1024/ dec2023_dbl 03/ prog/tabl e
Program Namesumtbr 2365. sas 28AUG2024:08:51:00
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L Table S.12.2

Serious TreBmenegent Advers
Subgroup Analysis
Safety Set for NTRKH+

EXH» TKilaive subjects EXH TKipretreated subjects

Events Events
Parameter N n (Al 95% ClI N n (%) 95% C

ECOG PERFORMANCE STATUS

0 23 10 ( 43.523.2, 65.5 35 6 ( 17.1N. M. E.

1 34 16 ( 47.129.8, 64.9 48 23 ( 47.93)3.3, 62.8

SOLVENT MUTATI ON STATUS

YES 0 0 N. M. E. 29 13 ( 44.826. 4, 64. 3

N O 57 26 ( 45.632.4, 59.3 54 16 ( 29.61)8. 0, 43.6

BRAI' N METASTASI S BY I NVESTI GATOR

YES 13 8 ( 61.5N. M. E. 16 6 ( 37.5N. M. E.

N O 44 18 ( 40.96.3, 56.8 67 23 ( 34.32)3.2, 46.9

BRAI'N METASTASI S BY BI CR

YES 12 7 ( 58.3N. M. E. 17 5 ( 29.4N. M. E.

N O 45 19 ( 42.2297. 7, 57. 8 66 24 ( 36. 424. 9, 49.1

ANY PRI OR TREATMENT WI TH ENTRECTI NI B

YES 0 0 N. M. E. 35 11 ( 31.4)6.9, 49.3

N O 57 26 ( 45.632. 4, 59. 3 48 18 ( 37.524.0, 52.6

ANY PRI OR TREATMENT WI TH LAROTRECTI NI B

YES 0 0 N. M. E. 48 16 ( 33.320.4, 48. 4

NO 57 26 ( 45.632.4, 59.3 35 13 ( 37.11.5, 55.1

DCO dat eOCR®»23 / DBL dBE-€:02135

Percentages are based on the total number of subjects in the respective subgroup (within the cc
Adverse events were coded using the MedDRA dictionary, Version 25.0.
Adverse events occurring on or after the first dose date through 28 days after |l ast dose of st
are considered treatment emergent.
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L

Treat mEmergent

Table S.13.2
Adverse Events Leading
Subgroup Analysis
Safety Set for NTRK+

t

(o]

Di sco

Page 2 of 2

EXH TKilaive

subjects

EXH TKihretreated

subjects

t he

of

CccC

st

L

Events Events
Parameter N n (Al 95% ClI N n (%) 95% C

ECOG PERFORMANCE STATUS

0 23 4 17.4N. M. E. 35 2 ( 5. 7N. M. E.

1 34 4 ( 11.8N. M. E. 48 3 ( 6.3N. M. E.
SOLVENT MUTATI ON STATUS

YES 0 0 N. M. E. 29 1 3.4N. M. E.

NO 57 8 ( 14.0N. M. E. 54 4 7.4N. M. E.
BRAI' N METASTASI S BY I NVESTI GATOR

YES 13 2 ( 15.4N. M. E. 16 1 ( 6. 3N. M. E.

N O 44 6 ( 13.6N. M. E. 67 4 6. 0N. M. E.
BRAI'N METASTASI S BY BI CR

YES 12 2 ( 16.7N. M. E. 17 2 ( 11.8N. M. E.

N O 45 6 ( 13.3N. M. E. 66 3 ( 4.5N. M. E.
ANY PRI OR TREATMENT WI TH ENTRECTI NI B

YES 0 0 N. M. E. 35 2 5. 7N. M. E.

N O 57 8 ( 14.0N. M. E. 48 3 ( 6. 3N. M. E.
ANY PRI OR TREATMENT WI TH LAROTRECTI NI B

YES 0 0 N. M. E. 48 3 6. 3N. M. E.

NO 57 8 ( 14.0N. M. E. 35 2 5. 7N. M. E.
DCO dat eOCR®23 / DBL dBE-€:02135
Percentages are based on the total number of subjects in the respective subgroup (within
Adverse events were coded using the MedDRA dictionary, Version 25.0.
Adverse events occurring on or after the first dose date through 28 days after | ast dose
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