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Tabelle 001: Charakterisierung der Studienpopulation — Studie LIBRETTO-001 mit dem zu bewertenden
Arzneimittel (Indikation: NSCLC mit RET-Fusion; Datenschnitt: 30. Mérz 2020) - Safety Analysis Set

Selpercatinib
Subpopulation A1 — Subpopulation A2 —

NSCLC 2L NSCLC 3L
Merkmal (N=85) (N=173)
Demographische Charakteristika und
Baseline Charakteristika
Geschlecht, n (%)
Maénner 38 (44.7) 76 (43.9)
Frauen 47 (55,3) 97 (56,1)
Ethnische Zugehdérigkeit, n (%)
Weil3 42 (494) 75(434)
Schwarz oder Afroamerikaner 7( 8,2) 529
Asiaten 33 (38.,8) 87 (50,3)
Amerikanische Indianer oder Ureinwohner 0( 0,0 1( 0,6)
Alaskas
Ureinwohner Hawaiis oder andere pazifische 0( 0,0 0( 0,0
Inselbewohner
Andere 2(.24 4( 23
Fehlend 1( 1,2) 1( 0,6
Geografische Region, n (%)
Nordamerika 44 (51,8) 74 (42,8)
Europa 10 (11,8) 23 (13,3)
Rest der Welt 31(36.,5) 76 (43.9)
Altersgruppen, n (%)
18 bis < 45 Jahre 9 (10,6) 22 (12,7)
45 bis < 65 Jahre 50 (58.,8) 85 (49,1)
65 bis < 75 Jahre 19 (224) 56 (324)
> 75 Jahre 7( 82 10 ( 5,8)
Alter in Jahren
Anzahl der Patienten 85 173
Mittelwert (SD) 59,7 (10,98) 58,9 (11,57)
Median (min—-max) 61,0 (35-80) 61,0 (23-81)
ECOG Performance Status, n (%)
0 32(37,6) 59 (34,1)
1 51 (60,0) 108 (62,4
2 2( 24 6( 39
Raucherhistorie, n (%)
Nieraucher 58 (68,2) 118 (68,2)
Friiherer Raucher 26 (30,6) 52 (30,1)
Raucher 1( 1,2) 3. L7
Fehlend 0( 0,0 0(C 0,0
Erkrankungshistorie
Primére Diagnose, n (%)
Adenokarzinom 73 (85,9) 157 (90,8)
Grofzelliges neuroendokrines Karzinom 3( 35 0(C 0,0
Plattenepithelkarzinom 0(C 0,0 1( 0,6)

Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t spbc_ge.sas
Data location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/data/analysis/shared
Output location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/output/shared/mar20/T001 bc nsclc.rtf
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Tabelle 001: Charakterisierung der Studienpopulation — Studie LIBRETTO-001 mit dem zu bewertenden
Arzneimittel (Indikation: NSCLC mit RET-Fusion; Datenschnitt: 30. Mérz 2020) - Safety Analysis Set

Selpercatinib
Subpopulation A1 — Subpopulation A2 —
NSCLC 2L NSCLC 3L

Merkmal (N=85) (N=173)

Andere 1( 1,2) 0(C 0,0

Unbekannt 8( 94 15( 8,7

Krankheitsstadium bei der Erstdiagnose, n

(%)

I 1( 1,2) 2( L2

II 0(C 0,0 31,7

I 2(.24 12( 6,9

1\ 82 (96,5) 156 (90,2)

Zeit seit der Erstdiagnose in Monaten

Anzahl der Patienten 85 173

Mittelwert (SD) 16,4 (20,51) 42,1 (34,96)

Median (min—-max) 8,8 (2-128) 32,0 (3-194)

Metastasierte Erkrankung bei Baseline, n (%)

Ja 84 (98.,8) 167 (96,5)

Nein 1( 1,2) 6( 39

Metastasen im zentralen Nervensystem (ZNS)

bei Baselinea?, n (%)

Ja 31(36.,5) 55(31,8)

Nein 54 (63.5) 118 (68,2)

Vortherapien

Vorherige systemische Therapie, n (%)

Ja 85 (100,0) 173 (100,0)

Nein 0(C 0,0 0( 0,0

Art der vorherigen systemischen Therapie®, n

(%)

Multikinase-Inhibitoren (MKI) 4( 4,7 76 (43,9)
- Cabozantinib 1( 1,2) 27 (15,6)
- Vandetanib 1( 1,2) 12( 6,9)
- Sorafenib 0(C 0,0 0( 0,0
- Lenvatinib 0(C 0,0 9( 52
- Andere MKI 2(.24 50 (28,9)

Chemotherapie 71 (83,5 169 (97,7)
- Platinhaltige Chemotherapie 71 (83.5) 168 (97,1)
- Taxanhaltige Chemotherapie 4 47 80 (46,2)
- Andere Chemotherapien 0(C 0,0 0(C 0,0

PD1/PD-L1 Inhibitoren 38 (44,7) 113 (65,3)

Selektive RET Inhibitoren 0( 0,0 2( 1,2

Andere systemische Therapie 19(224) 90 (52,0)

Anzahl der vorherigen systemischen

Therapien, n (%)

0 0(C 0,0 0(C 0,0

1-2 85 (100,0) 64 (37,0

3 oder mehr 0(C 0,0 109 ( 63,0)

Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t spbc_ge.sas
Data location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/data/analysis/shared
Output location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/output/shared/mar20/T001 bc nsclc.rtf
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Tabelle 001: Charakterisierung der Studienpopulation — Studie LIBRETTO-001 mit dem zu bewertenden
Arzneimittel (Indikation: NSCLC mit RET-Fusion; Datenschnitt: 30. Mérz 2020) - Safety Analysis Set

Selpercatinib
Subpopulation A1 — Subpopulation A2 —
NSCLC 2L NSCLC 3L

Merkmal (N=85) (N=173)

Anzahl der vorherigen systemischen

Therapien

Anzahl der Patienten 85 173

Mittelwert (SD) 1,0 (0,00) 3,5(1,93)

Median (min—max) 1,0 (1-1) 3,0 (2-15)

Vorherige Strahlentherapie, n (%)

Ja 39 (45,9) 96 ( 55,5)

Nein 46 (54,1) 77 (44,5)

Vorherige Krebsbedingte Operation, n (%)

Ja 33 (38,8) 80 (46,2)

Nein 52 (61,2) 93 (53,8)

RET-Alterationsstatus

Art der RET-Alteration, n (%)

Fusion 85 (100,0) 173 (100,0)
- KIF5B 58 (68,2) 103 (59,5)
- CCDC6 19 (22,4) 36 (20,8)
- NCOA4 1( 1,2) 529
- Andere 3( 39 13( 7,5
- Unbekannt 4 47 16 ( 9,2)

Mutation 0(C 0,0 0(C 0,0
- MOI18T 0(C 0,0 0(C 0,0
- V804 M/L 0(C 0,0 0(C 0,0
- Extrazelluldre Cystein Mutation 0(C 0,0 0(C 0,0
- Andere 0(C 0,0 0( 0,0

Andere 0(C 0,0 0( 0,0

Methode zur Identifizierung der vorliegenden

RET-Alteration, n (%)

Next-Generation-Sequencing (NGS) mit 70 ( 82,4) 149 ( 86,1)

Tumormaterial

Next-Generation-Sequencing (NGS) mit Blut 10 (11,8) 13( 7,5

oder Plasma

PCR 1( 1,2) 4( 23

FISH 3( 39 7( 4,0

Andere 1( 1,2) 0( 0,0

Krankheitscharakteristika zu Baseline

Messbare Erkrankung®, n (%)

Ja 85 (100,0) 172 (994)

Nein 0(C 0,0 1( 06

Tumorlast in mm¢

Anzahl der Patienten 85 172

Mittelwert (SD) 60,0 (49,72) 72,3 (52,00)

Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t spbc_ge.sas
Data location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/data/analysis/shared
Output location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/output/shared/mar20/T001 bc nsclc.rtf
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Tabelle 001: Charakterisierung der Studienpopulation — Studie LIBRETTO-001 mit dem zu bewertenden
Arzneimittel (Indikation: NSCLC mit RET-Fusion; Datenschnitt: 30. Mérz 2020) - Safety Analysis Set

Selpercatinib
Subpopulation A1 — Subpopulation A2 —
NSCLC 2L NSCLC 3L
Merkmal (N=85) (N=173)
Median (min—-max) 44,0 (10-250) | 58,9 (10-297)

1L: Erstlinie; 2L: Zweitlinie; 3L: Drittlinie; CCDC6: Coiled-Coil Domain Containing 6; CRF: Case Report
Form; ECOG: Eastern Cooperative Oncology Group; FISH: Fluorescence in situ Hybridization; KIF5B:
Kinesin Family Member 5B; L: Leucin; M: Methionin; max: Maximum; min: Minimum; MKI: Multikinase-
Inhibitor; n: Anzahl der Patienten mit Ereignis; N: Gesamtzahl der Patienten in der Analyse; NCOA4:
Nuclear Receptor Coactivator 4; NGS: Next-Generation-Sequencing; NSCLC: nicht-kleinzelliges
Lungenkarzinom; PCR: Polymerase-Kettenreaktion; PD1: Programmed Cell Death Protein 1; PD-L1:
Programmed Cell Death Ligand 1; RET: Rearranged during Transfection; SD: Standardabweichung; T:
Threonin; USA: United States of America; V: Valin; ZNS: zentrales Nervensystem.

Der Prozentsatz wird basierend auf der Anzahl an Patienten in der Spalteniiberschrift als Nenner berechnet.
a: Die Angaben zum Vorliegen von ZNS Metastasen bei Baseline basieren auf der Auswertung der von den
Priifarzten im CRF getdtigten Eintragungen zum Erkrankungsstatus bei Baseline.

b: Patienten kdnnen in mehreren Zeilen beriicksichtigt sein.

c: Messbare Erkrankung ist definiert als mindestens eine messbare Lésion gemaR Priifarzt.

d: Die Tumorlast ist definiert als die Summe der Durchmesser aller Zielldsionen gemé8 Priifarzt.

Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t spbc_ge.sas
Data location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/data/analysis/shared
Output location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/output/shared/mar20/T001 bc nsclc.rtf
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Tabelle 001: Charakterisierung der Studienpopulation — Studie LIBRETTO-001 mit dem zu bewertenden
Arzneimittel (Indikation: NSCLC mit RET-Fusion; Datenschnitt: 30. Mérz 2020) - Efficacy Analysis Set

Selpercatinib
Subpopulation A1 — Subpopulation A2 —

NSCLC 2L NSCLC 3L
Merkmal (N=78) (N=158)
Demographische Charakteristika und
Baseline Charakteristika
Geschlecht, n (%)
Maénner 35(44,9) 70 (44.3)
Frauen 43 (55,1) 88 (55,7)
Ethnische Zugehdérigkeit, n (%)
Weil3 39 (50,0) 73 (46,2)
Schwarz oder Afroamerikaner 7( 9,0) 5( 32
Asiaten 29 (37,2) 74 (46,8)
Amerikanische Indianer oder Ureinwohner 0( 0,0 1( 0,6)
Alaskas
Ureinwohner Hawaiis oder andere pazifische 0( 0,0 0( 0,0
Inselbewohner
Andere 2( 2,6 4( 25
Fehlend 1( 1,3) 1( 0,6
Geografische Region, n (%)
Nordamerika 43 (55,1) 72 (145,6)
Europa 8 (10,3) 22 (13,9)
Rest der Welt 27 (34,6) 64 (40,5)
Altersgruppen, n (%)
18 bis < 45 Jahre 9 (11,5 21(13.3)
45 bis < 65 Jahre 46 (59,0) 76 (48,1)
65 bis < 75 Jahre 16 (20,5) 51(323)
> 75 Jahre 7( 9,0 10( 6,3)
Alter in Jahren
Anzahl der Patienten 78 158
Mittelwert (SD) 59,5 (11,24) 59,0 (11,64)
Median (min—-max) 60,5 (35-80) 61,0 (23-81)
ECOG Performance Status, n (%)
0 29 (37,2) 55(34,8)
1 47 (60,3) 99 (62,7)
2 2( 2,6) 4( 25
Raucherhistorie, n (%)
Nieraucher 53(67,9) 110 (69,6)
Friiherer Raucher 24 (30,8) 45 (28.,5)
Raucher 1( L3 3. 1,9
Fehlend 0( 0,0 0(C 0,0
Erkrankungshistorie
Primére Diagnose, n (%)
Adenokarzinom 66 ( 84,6) 144 (91,1)
Grofzelliges neuroendokrines Karzinom 3( 3,8 0(C 0,0
Plattenepithelkarzinom 0(C 0,0 1( 0,6)

Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t spbc_ge.sas
Data location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/data/analysis/shared
Output location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/output/shared/mar20/T001 bc nsclc.rtf
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Tabelle 001: Charakterisierung der Studienpopulation — Studie LIBRETTO-001 mit dem zu bewertenden
Arzneimittel (Indikation: NSCLC mit RET-Fusion; Datenschnitt: 30. Mérz 2020) - Efficacy Analysis Set

Selpercatinib
Subpopulation A1 — Subpopulation A2 —
NSCLC 2L NSCLC 3L

Merkmal (N=78) (N=158)

Andere 1( 1,3) 0( 0,0

Unbekannt 8(10,3) 13( 8,2)

Krankheitsstadium bei der Erstdiagnose, n

(%)

I 1( 1,3) 2( L3

II 0(C 0,0 319

I 2( 26 8( 51

1\ 75 (96,2) 145 (91,8)

Zeit seit der Erstdiagnose in Monaten

Anzahl der Patienten 78 158

Mittelwert (SD) 16,3 (20,21) 41,9 (33,36)

Median (min—-max) 8,8 (2-128) 32,2 (3-165)

Metastasierte Erkrankung bei Baseline, n (%)

Ja 78 (100,0) 153 (96,8)

Nein 0(C 0,0 532

Metastasen im zentralen Nervensystem (ZNS)

bei Baselinea?, n (%)

Ja 30 (38.5) 52 (32,9)

Nein 48 (61,5) 106 (67,1)

Vortherapien

Vorherige systemische Therapie, n (%)

Ja 78 (100,0) 158 (100,0)

Nein 0(C 0,0 0( 0,0

Art der vorherigen systemischen Therapie®, n

(%)

Multikinase-Inhibitoren (MKI) 4( 51 74 (146,8)
- Cabozantinib 1( 1,3) 26 (16,5)
- Vandetanib 1( 1,3) 12( 17,6)
- Sorafenib 0(C 0,0 0( 0,0
- Lenvatinib 0(C 0,0 9( 57
- Andere MKI 2( 26 48 (304)

Chemotherapie 65 (83,3) 154 (97,5
- Platinhaltige Chemotherapie 65 (83.,3) 153 (96,8)
- Taxanhaltige Chemotherapie 3( .38 71(44,9)
- Andere Chemotherapien 0(C 0,0 0(C 0,0

PD1/PD-L1 Inhibitoren 32 (41,0) 99 (62,7)

Selektive RET Inhibitoren 0(C 0,0 1( 0,6

Andere systemische Therapie 18 (23,1) 84 (53,2)

Anzahl der vorherigen systemischen

Therapien, n (%)

0 0(C 0,0 0(C 0,0

1-2 78 (100,0) 61 (38,6)

3 oder mehr 0(C 0,0 97 (61,4)

Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t spbc_ge.sas
Data location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/data/analysis/shared
Output location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/output/shared/mar20/T001 bc nsclc.rtf

Selpercatinib (Retsevmo®)




Modul 4A - Anhang 4-M1 Stand: 12.03.2021

Tabelle 001: Charakterisierung der Studienpopulation — Studie LIBRETTO-001 mit dem zu bewertenden
Arzneimittel (Indikation: NSCLC mit RET-Fusion; Datenschnitt: 30. Mérz 2020) - Efficacy Analysis Set

Selpercatinib
Subpopulation A1 — Subpopulation A2 —
NSCLC 2L NSCLC 3L

Merkmal (N=78) (N=158)

Anzahl der vorherigen systemischen

Therapien

Anzahl der Patienten 78 158

Mittelwert (SD) 1,0 (0,00) 3,5 (1,87)

Median (min—max) 1,0 (1-1) 3,0 (2-15)

Vorherige Strahlentherapie, n (%)

Ja 37(474) 90 (57,0)

Nein 41 (52,6) 68 (43,0)

Vorherige Krebsbedingte Operation, n (%)

Ja 30 (38,5 77 (48,7)

Nein 48 (61,5) 81(51,3)

RET-Alterationsstatus

Art der RET-Alteration, n (%)

Fusion 78 (100,0) 158 (100,0)
- KIF5B 53(67,9) 94 (59,9
- CCDC6 18 (23,1) 34 (21,5)
- NCOA4 1( 1,3) 5( .32
- Andere 3( 39 12 ( 7,6)
- Unbekannt 3( 39 13( 8,2

Mutation 0(C 0,0 0(C 0,0
- MOI18T 0(C 0,0 0(C 0,0
- V804 M/L 0(C 0,0 0(C 0,0
- Extrazelluldre Cystein Mutation 0(C 0,0 0(C 0,0
- Andere 0(C 0,0 0( 0,0

Andere 0(C 0,0 0( 0,0

Methode zur Identifizierung der vorliegenden

RET-Alteration, n (%)

Next-Generation-Sequencing (NGS) mit 64 ( 82,1) 135 (85,4)

Tumormaterial

Next-Generation-Sequencing (NGS) mit Blut 9(11,5) 13( 8,2)

oder Plasma

PCR 1( 1,3) 4( 25

FISH 3( 3,98 6( 3.8

Andere 1( 1,3) 0( 0,0

Krankheitscharakteristika zu Baseline

Messbare Erkrankung®, n (%)

Ja 78 (100,0) 157 (994

Nein 0(C 0,0 1( 06

Tumorlast in mm¢

Anzahl der Patienten 78 157

Mittelwert (SD) 61,4 (50,42) 71,8 (53,19)

Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t spbc_ge.sas
Data location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/data/analysis/shared
Output location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/output/shared/mar20/T001 bc nsclc.rtf

Selpercatinib (Retsevmo®) 7



Modul 4A - Anhang 4-M1 Stand: 12.03.2021

Tabelle 001: Charakterisierung der Studienpopulation — Studie LIBRETTO-001 mit dem zu bewertenden
Arzneimittel (Indikation: NSCLC mit RET-Fusion; Datenschnitt: 30. Mérz 2020) - Efficacy Analysis Set

Selpercatinib
Subpopulation A1 — Subpopulation A2 —
NSCLC 2L NSCLC 3L
Merkmal (N=78) (N=158)
Median (min—-max) 44,0 (10-250) | 58,8 (10-297)

1L: Erstlinie; 2L: Zweitlinie; 3L: Drittlinie; CCDC6: Coiled-Coil Domain Containing 6; CRF: Case Report
Form; ECOG: Eastern Cooperative Oncology Group; FISH: Fluorescence in situ Hybridization; KIF5B:
Kinesin Family Member 5B; L: Leucin; M: Methionin; max: Maximum; min: Minimum; MKI: Multikinase-
Inhibitor; n: Anzahl der Patienten mit Ereignis; N: Gesamtzahl der Patienten in der Analyse; NCOA4:
Nuclear Receptor Coactivator 4; NGS: Next-Generation-Sequencing; NSCLC: nicht-kleinzelliges
Lungenkarzinom; PCR: Polymerase-Kettenreaktion; PD1: Programmed Cell Death Protein 1; PD-L1:
Programmed Cell Death Ligand 1; RET: Rearranged during Transfection; SD: Standardabweichung; T:
Threonin; USA: United States of America; V: Valin; ZNS: zentrales Nervensystem.

Der Prozentsatz wird basierend auf der Anzahl an Patienten in der Spalteniiberschrift als Nenner berechnet.
a: Die Angaben zum Vorliegen von ZNS Metastasen bei Baseline basieren auf der Auswertung der von den
Priifarzten im CRF getdtigten Eintragungen zum Erkrankungsstatus bei Baseline.

b: Patienten kdnnen in mehreren Zeilen beriicksichtigt sein.

c: Messbare Erkrankung ist definiert als mindestens eine messbare Lésion gemaR Priifarzt.

d: Die Tumorlast ist definiert als die Summe der Durchmesser aller Zielldsionen gemé8 Priifarzt.

Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t spbc_ge.sas
Data location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/data/analysis/shared
Output location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/output/shared/mar20/T001 bc nsclc.rtf

Selpercatinib (Retsevmo®) 8



Modul 4A - Anhang 4-M1 Stand: 12.03.2021

Loxo Oncology Inc. Page 1 of 3
Protocol Number: LOXO-RET-17001 03:41 22DEC2020
Clinical Study Report (Visit Cutoff 30-MAR-2020)

Table 14.1.2.1
Treatment and Study Disposition
Safety Analysis Set
by Subpopulation

Al A2 B [o]

Status (N=85) (N=173) (N=153) (N=21)
Subjects Who Received at Least One Dose of 160 mg BID [1] (n, %) 78 ( 91.8) 164 ( 94.8) 143 ( 93.5) 21 (100.0)

Starting Dose of 160 mg BID 74 ( 87.1) 142 ( 82.1) 128 ( 83.7) 14 ( 66.7)

Intra-Patient Dose Escalated to 160 mg BID 3 ( 3.5) 21 ( 12.1) 14 ( 9.2) 6 ( 28.6)

Dose Reduced to 160 mg BID 1 ( 1.2) 1 ( 0.6) 1 ( 0.7) 1 ( 4.8)
Treatment Continued Post-Progression (n, %) 19 ( 22.4) 37 ( 21.4) 31 ( 20.3) 6 ( 28.6)
Treatment Status (n, %)

Discontinued 28 ( 32.9) 59 ( 34.1) 42 ( 27.5) 7 ( 33.3)

Continuing 57 ( 67.1) 114 ( 65.9) 111 ( 72.5) 14 ( 66.7)

Percentage is calculated using the number of patients in the column heading as the denominator.

[1] 160 mg BID is the Recommended Phase 2 Dose.

[2] Time on Study (TOS) (months) = (study exit date - first dose date + 1)/30.4375 for subjects who exited the study on or before the
data cutoff date; TOS (months) = (data cutoff date - first dose date + 1)/30.4375 for subjects who were still in the treatment
phase as of the data cutoff date; TOS (months) = (last visit date - first dose date + 1)/30.4375 for subjects who were in the
long-term follow-up as of the data cutoff date.

Program location: /lillyce/prd/ly3527723/j2g _ox_jzja/misc6/programs/primary/tfl/t_spdisp.sas

Data location: /lillyce/prd/ly3527723/j2g_ox_jzja/miscé/data/analysis/shared

Output location: /lillyce/prd/ly3527723/j2g_ox_jzja/miscé6/output/shared/mar20/T14.1.2.1 sf.rtf

Selpercatinib (Retsevmo®) 9



Modul 4A - Anhang 4-M1 Stand: 12.03.2021

Loxo Oncology Inc. Page 2 of 3
Protocol Number: LOXO-RET-17001 03:41 22DEC2020
Clinical Study Report (Visit Cutoff 30-MAR-2020)

Table 14.1.2.1
Treatment and Study Disposition
Safety Analysis Set
by Subpopulation

Al A2 B [o]

Status (N=85) (N=173) (N=153) (N=21)
Reason Treatment Discontinued (n, %)

Progressive Disease 20 ( 23.5) 32 ( 18.5) 23 ( 15.0) 4 ( 19.0)

Adverse Event 4 ( 4.7) 13 ( 7.5) 8 ( 5.2) 1 ( 4.8)

Intercurrent Illness Compromising Ability to fulfill Protocol 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
Requirements

Requirement for Alternative Treatment per Investigator 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

Significant Noncompliance to Protocol 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 1 ( 4.8)

Withdrawal of Consent 2 ( 2.4) 7 ( 4.0) 2 ( 1.3) 1 ( 4.8)

Death 1 ( 1.2) 4 ( 2.3) 5 ( 3.3) 0 ( 0.0)

Other 1 ( 1.2) 3 ( 1.7) 3 ( 2.0) 0 ( 0.0)
Study Status (n, %)

Discontinued 20 ( 23.5) 47 ( 27.2) 34 ( 22.2) 7 ( 33.3)

Continuing 65 ( 76.5) 126 ( 72.8) 119 ( 77.8) 14 ( 66.7)
Reason Study Discontinued (n, %)

Death 13 ( 15.3) 35 ( 20.2) 26 ( 17.0) 6 ( 28.6)

Lost to Follow-Up 1 ( 1.2) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)

Withdrawal of Consent 6 ( 7.1) 12 ( 6.9) 7 ( 4.6) 1 ( 4.8)

Other 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

Percentage is calculated using the number of patients in the column heading as the denominator.

[1] 160 mg BID is the Recommended Phase 2 Dose.

[2] Time on Study (TOS) (months) = (study exit date - first dose date + 1)/30.4375 for subjects who exited the study on or before the
data cutoff date; TOS (months) = (data cutoff date - first dose date + 1)/30.4375 for subjects who were still in the treatment
phase as of the data cutoff date; TOS (months) = (last visit date - first dose date + 1)/30.4375 for subjects who were in the
long-term follow-up as of the data cutoff date.

Program location: /lillyce/prd/ly3527723/j2g _ox_jzja/misc6/programs/primary/tfl/t_spdisp.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/j2g_ox_jzja/miscé6/output/shared/mar20/T14.1.2.1 sf.rtf

Selpercatinib (Retsevmo®) 10



Modul 4A - Anhang 4-M1 Stand: 12.03.2021

Page 3 of 3
03:41 22DEC2020

Loxo Oncology Inc.
Protocol Number: LOXO-RET-17001
Clinical Study Report (Visit Cutoff 30-MAR-2020)

Table 14.1.2.1
Treatment and Study Disposition
Safety Analysis Set
by Subpopulation

Al A2 B [o]

Status (N=85) (N=173) (N=153) (N=21)
Time on Study (TOS) (months) [2]

n 85 173 153 21

Mean 11.72 13.26 13.99 14.75

Standard Deviation 6.223 7.377 7.729 8.841

Median 11.07 12.55 13.47 14.82

Minimum 0.5 0.2 0.4 0.9

Maximum 29.1 34.5 33.3 28.9

Percentage is calculated using the number of patients in the column heading as the denominator.

[1] 160 mg BID is the Recommended Phase 2 Dose.
[2] Time on Study (TOS)

(months) = (study exit date - first dose date + 1)/30.4375 for subjects who exited the study on or before the
data cutoff date; TOS (months) = (data cutoff date - first dose date + 1)/30.4375 for subjects who were still in the treatment

phase as of the data cutoff date; TOS (months) = (last visit date - first dose date + 1)/30.4375 for subjects who were in the

long-term follow-up as of the data cutoff date.

Program location: /lillyce/prd/ly3527723/j2g _ox_jzja/misc6/programs/primary/tfl/t_spdisp.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/j2g_ox_jzja/miscé6/output/shared/mar20/T14.1.2.1 sf.rtf

Selpercatinib (Retsevmo®)



Modul 4A - Anhang 4-M1 Stand: 12.03.2021

Loxo Oncology Inc. Page 1 of 3
Protocol Number: LOXO-RET-17001 03:41 22DEC2020
Clinical Study Report (Visit Cutoff 30-MAR-2020)

Table 14.1.2.1
Treatment and Study Disposition
Efficacy Analysis Set
by Subpopulation

Al A2 B [o]

Status (N=78) (N=158) (N=143) (N=18)
Subjects Who Received at Least One Dose of 160 mg BID [1] (n, %) 71 ( 91.0) 149 ( 94.3) 133 ( 93.0) 18 (100.0)

Starting Dose of 160 mg BID 67 ( 85.9) 127 ( 80.4) 118 ( 82.5) 11 ( 61.1)

Intra-Patient Dose Escalated to 160 mg BID 3 ( 3.8) 21 ( 13.3) 14 ( 9.8) 6 ( 33.3)

Dose Reduced to 160 mg BID 1 ( 1.3) 1 ( 0.6) 1 ( 0.7) 1 ( 5.6)
Treatment Continued Post-Progression (n, %) 19 ( 24.4) 37 ( 23.4) 31 ( 21.7) 6 ( 33.3)
Treatment Status (n, %)

Discontinued 27 ( 34.6) 58 ( 36.7) 42 ( 29.4) 7 ( 38.9)

Continuing 51 ( 65.4) 100 ( 63.3) 101 ( 70.6) 11 ( 61.1)

Percentage is calculated using the number of patients in the column heading as the denominator.

[1] 160 mg BID is the Recommended Phase 2 Dose.

[2] Time on Study (TOS) (months) = (study exit date - first dose date + 1)/30.4375 for subjects who exited the study on or before the
data cutoff date; TOS (months) = (data cutoff date - first dose date + 1)/30.4375 for subjects who were still in the treatment
phase as of the data cutoff date; TOS (months) = (last visit date - first dose date + 1)/30.4375 for subjects who were in the
long-term follow-up as of the data cutoff date.

Program location: /lillyce/prd/ly3527723/j2g _ox_jzja/misc6/programs/primary/tfl/t_spdisp.sas

Data location: /lillyce/prd/ly3527723/j2g_ox_jzja/miscé/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.2.1 eff.rtf

Selpercatinib (Retsevmo®) 12



Modul 4A - Anhang 4-M1 Stand: 12.03.2021

Loxo Oncology Inc. Page 2 of 3
Protocol Number: LOXO-RET-17001 03:41 22DEC2020
Clinical Study Report (Visit Cutoff 30-MAR-2020)

Table 14.1.2.1
Treatment and Study Disposition
Efficacy Analysis Set
by Subpopulation

Al A2 B [o]

Status (N=78) (N=158) (N=143) (N=18)
Reason Treatment Discontinued (n, %)

Progressive Disease 19 ( 24.4) 32 ( 20.3) 23 ( 16.1) 4 ( 22.2)

Adverse Event 4 ( 5.1) 12 ( 7.6) 8 ( 5.6) 1 ( 5.6)

Intercurrent Illness Compromising Ability to fulfill Protocol 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
Requirements

Requirement for Alternative Treatment per Investigator 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

Significant Noncompliance to Protocol 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 1 ( 5.6)

Withdrawal of Consent 2 ( 2.6) 7 ( 4.4) 2 ( 1.4) 1 ( 5.6)

Death 1 ( 1.3) 4 ( 2.5) 5 ( 3.5) 0 ( 0.0)

Other 1 ( 1.3) 3 ( 1.9) 3 ( 2.1) 0 ( 0.0)
Study Status (n, %)

Discontinued 19 ( 24.4) 47 ( 29.7) 34 ( 23.8) 7 ( 38.9)

Continuing 59 ( 75.6) 111 ( 70.3) 109 ( 76.2) 11 ( 61.1)
Reason Study Discontinued (n, %)

Death 12 ( 15.4) 35 ( 22.2) 26 ( 18.2) 6 ( 33.3)

Lost to Follow-Up 1 ( 1.3) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)

Withdrawal of Consent 6 ( 7.7) 12 ( 7.6) 7 ( 4.9) 1 ( 5.6)

Percentage is calculated using the number of patients in the column heading as the denominator.

[1] 160 mg BID is the Recommended Phase 2 Dose.

[2] Time on Study (TOS) (months) = (study exit date - first dose date + 1)/30.4375 for subjects who exited the study on or before the
data cutoff date; TOS (months) = (data cutoff date - first dose date + 1)/30.4375 for subjects who were still in the treatment
phase as of the data cutoff date; TOS (months) = (last visit date - first dose date + 1)/30.4375 for subjects who were in the
long-term follow-up as of the data cutoff date.

Program location: /lillyce/prd/ly3527723/j2g _ox_jzja/misc6/programs/primary/tfl/t_spdisp.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.2.1 eff.rtf

Selpercatinib (Retsevmo®) 13



Modul 4A - Anhang 4-M1 Stand: 12.03.2021

Page 3 of 3
03:41 22DEC2020

Loxo Oncology Inc.
Protocol Number: LOXO-RET-17001
Clinical Study Report (Visit Cutoff 30-MAR-2020)

Table 14.1.2.1
Treatment and Study Disposition
Efficacy Analysis Set
by Subpopulation

Al A2 B [o]

Status (N=78) (N=158) (N=143) (N=18)
Time on Study (TOS) (months) [2]

n 78 158 143 18

Mean 12.48 14.17 14.68 16.80

Standard Deviation 5.910 7.041 7.509 7.764

Median 11.68 13.72 13.80 15.13

Minimum 2.2 0.3 0.4 6.2

Maximum 29.1 34.5 33.3 28.9

Percentage is calculated using the number of patients in the column heading as the denominator.

[1] 160 mg BID is the Recommended Phase 2 Dose.
[2] Time on Study (TOS)

(months) = (study exit date - first dose date + 1)/30.4375 for subjects who exited the study on or before the
data cutoff date; TOS (months) = (data cutoff date - first dose date + 1)/30.4375 for subjects who were still in the treatment

phase as of the data cutoff date; TOS (months) = (last visit date - first dose date + 1)/30.4375 for subjects who were in the

long-term follow-up as of the data cutoff date.

Program location: /lillyce/prd/ly3527723/j2g _ox_jzja/misc6/programs/primary/tfl/t_spdisp.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.2.1 eff.rtf

Selpercatinib (Retsevmo®)



Modul 4A - Anhang 4-M1

Stand: 12.03.2021

Loxo Oncology Inc.
Protocol Number: LOXO-RET-17001
Clinical Study Report (Visit Cutoff 30-MAR-2020)

Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Page 1 of 137
07:02 22DEC2020

A2
(N=173)

30.6)

.0)
0.6)
0.6)

A~~~ e~~~
[y
(5,}

0.0)
48.6)

0.0)
.2)
.6)

.2)
.0)

B c
(N=153) (N=21)

153 (100.0) 21 (100.0)
146 ( 95.4) 21 (100.0)
89 ( 58.2) 10 ( 47.6)
65 ( 42.5) 15 ( 71.4)
8 ( 5.2) 1 ( 4.8)

4 ( 2.6) 1 ( 4.8)
1( 0.7) 1 ( 4.8)
58 ( 37.9) 12 ( 57.1)
56 ( 36.6) 11 ( 52.4)
2 ( 1.3) 0 ( 0.0)

0 ( 0.0) 0 ( 0.0)

0 ( 0.0) 1 ( 4.8)
1( 0.7) 0 ( 0.0)

0 ( 0.0) 0 ( 0.0)
1( 0.7) 1 ( 4.8)

0 ( 0.0) 0 ( 0.0)

Therapeutic Class Al
Preferred Term (N=85)
Patients taking concomitant medication 85 (100.0)
THYROID HORMONES 19 ( 22.4)
LEVOTHYROXINE 10 ( 11.8)
LEVOTHYROXINE SODIUM 9 ( 10.6)
LIOTHYRONINE SODIUM 1 ( 1.2)
LIOTHYRONINE 0 ( 0.0)
THYROID 1 ( 1.2)
ANILIDES 46 ( 54.1)
PARACETAMOL 42 ( 49.4)
THOMAPYRIN N 1 ( 1.2)
PROPACETAMOL HYDROCHLORIDE 3 ( 3.5)
VICKS NYQUIL COLD AND FLU MULTI-SYMPTOM 1 ( 1.2)
AXOTAL 1 ( 1.2)
PA 0 ( 0.0)
NO-FLU F 0 ( 0.0)
SOLPADEINE 1 ( 1.2)

~Nm e~~~ o~~~

1
0
0.0)
1
0
0

.0)

Percentage is calculated based on the number of patients in the column heading as

Patients are counted once within each preferred term.

the denominator.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).

Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g_ox_jzja/miscé/data/analysis/shared

Output location: /lillyce/prd/ly3527723/j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf

Selpercatinib (Retsevmo®)
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Modul 4A - Anhang 4-M1 Stand: 12.03.2021

Loxo Oncology Inc. Page 2 of 137
Protocol Number: LOXO-RET-17001 07:02 22DEC2020
Clinical Study Report (Visit Cutoff 30-MAR-2020)

Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)

ANILIDES 46 ( 54.1) 84 ( 48.6) 58 ( 37.9) 12 ( 57.1)
ZICAM COLD & FLU 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
BENYLIN 4 FLU 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
CORICIDIN 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
DOLO MOBILAT 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
DOZOL 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
PROPACETAMOL 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
BUTALBITAL W/CAFFEINE/CODEINE/PARACETAMOL 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
SINGLET 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

NATURAL OPIUM ALKALOIDS 37 ( 43.5) 71 ( 41.0) 79 ( 51.6) 11 ( 52.4)
OXYCODONE 15 ( 17.6) 19 ( 11.0) 26 ( 17.0) 6 ( 28.6)
MORPHINE 7 ( 8.2) 11 ( 6.4) 17 ( 11.1) 2 ( 9.5
MORPHINE SULFATE 10 ( 11.8) 14 ( 8.1) 15 ( 9.8) 1 ( 4.8)
OXYCODONE HYDROCHLORIDE 6 ( 7.1) 18 ( 10.4) 11 ( 7.2) 1 ( 4.8)
VICODIN 6 ( 7.1) 10 ( 5.8) 9 ( 5.9) 0 ( 0.0)
OXYCOCET 5 ( 5.9) 6 ( 3.5) 8 ( 5.2) 1 ( 4.8)
HYDROMORPHONE 5 ( 5.9) 7 ( 4.0) 6 ( 3.9) 4 (19.0)
HYDROMORPHONE HYDROCHLORIDE 3 ( 3.5) 6 ( 3.5) 7 ( 4.6) 1 ( 4.8)
PANADEINE CO 1 ( 1.2) 4 ( 2.3) 6 ( 3.9) 0 ( 0.0)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Modul 4A - Anhang 4-M1 Stand: 12.03.2021

Loxo Oncology Inc. Page 3 of 137
Protocol Number: LOXO-RET-17001 07:02 22DEC2020
Clinical Study Report (Visit Cutoff 30-MAR-2020)

Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)

NATURAL OPIUM ALKALOIDS 37 ( 43.5) 71 ( 41.0) 79 ( 51.6) 11 ( 52.4)
TARGIN 2 ( 2.4) 10 ( 5.8) 3 ( 2.0) 0 ( 0.0)
HYDROCODONE 0 ( 0.0) 1 ( 0.6) 2 ( 1.3) 0 ( 0.0)
MORPHINE HYDROCHLORIDE 0 ( 0.0) 3 ( 1.7) 0 ( 0.0) 0 ( 0.0)
CODEINE PHOSPHATE 0 ( 0.0) 1 ( 0.6) 1 ( 0.7) 0 ( 0.0)
MORPHINE SULFATE PENTAHYDRATE 0 ( 0.0) 1 ( 0.6) 1 ( 0.7) 0 ( 0.0)
CODEINE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
MYPRODOL 0 ( 0.0) 2 ( 1.2) 0 ( 0.0) 0 ( 0.0)
CODENONG 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
HYDROCODONE BITARTRATE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
MERSYNDOL 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
NALOXONE W/OXYCODONE 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
NATURAL OPIUM ALKALOIDS 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
DIHYDROCODEINE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
SOLPADEINE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

H2-RECEPTOR ANTAGONISTS 37 ( 43.5) 67 ( 38.7) 46 ( 30.1) 8 ( 38.1)
FAMOTIDINE 20 ( 23.5) 45 ( 26.0) 20 ( 13.1) 6 ( 28.6)
RANITIDINE 12 ( 14.1) 21 ( 12.1) 17 ( 11.1) 2 ( 9.5
RANITIDINE HYDROCHLORIDE 10 ( 11.8) 16 ( 9.2) 19 ( 12.4) 2 ( 9.5

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)
H2-RECEPTOR ANTAGONISTS 37 ( 43.5) 67 ( 38.7) 46 ( 30.1) 8 ( 38.1)
CIMETIDINE 2 ( 2.4) 4 ( 2.3) 3 ( 2.0) 0 ( 0.0)
NIZATIDINE 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
LAFUTIDINE 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
PEPCIDDUAL 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
VITAMIN D AND ANALOGUES 16 ( 18.8) 31 ( 17.9) 86 ( 56.2) 14 ( 66.7)
COLECALCIFEROL 8 ( 9.4) 21 ( 12.1) 42 ( 27.5) 8 ( 38.1)
CALCITRIOL 0 ( 0.0) 2 (1.2 27 ( 17.6) 5 ( 23.8)
ERGOCALCIFEROL 2 ( 2.4 3 ( 1.7) 14 ( 9.2) 1 ( 4.8)
VITAMIN D NOS 5 ( 5.9) 6 ( 3.5) 9 ( 5.9) 0 ( 0.0)
ALFACALCIDOL 1 ( 1.2) 1 ( 0.6) 6 ( 3.9) 1 ( 4.8)
CALCIFEDIOL 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
GLUCOCORTICOIDS 39 ( 45.9) 67 ( 38.7) 43 ( 28.1) 8 ( 38.1)
PREDNISONE 17 ( 20.0) 23 ( 13.3) 15 ( 9.8) 4 (19.0)
DEXAMETHASONE 10 ( 11.8) 24 ( 13.9) 11 ( 7.2) 3 (14.3)
PREDNISOLONE 8 ( 9.4) 12 ( 6.9) 2 ( 1.3) 0 ( 0.0)
METHYLPREDNISOLONE 5 ( 5.9) 11 ( 6.4) 5 ( 3.3) 1 ( 4.8)
HYDROCORTISONE 1 ( 1.2) 6 ( 3.5) 11 ( 7.2) 0 ( 0.0)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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GLUCOCORTICOIDS
METHYLPREDNISOLONE SODIUM SUCCINATE
HYDROCORTISONE SODIUM SUCCINATE
TRIAMCINOLONE ACETONIDE
BUDESONIDE
FLUTICASONE PROPIONATE
BETAMETHASONE
DEXAMETHASONE SODIUM PHOSPHATE
FLUTICASONE
BECLOMETASONE DIPROPIONATE
CORTISONE
BECLOMETASONE
BETAMETHASONE SODIUM PHOSPHATE
DEXAMETHASONE PHOSPHATE
METHYLPREDNISOLONE ACETATE
TRIAMCINOLONE
BETAMETHASONE ACETATE
CORTISONE ACETATE
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Percentage is calculated based on the number of patients in the column heading as

Patients are counted once within each preferred term.

the denominator.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas
Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared
Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)

ANTIPROPULSIVES 21 ( 24.7) 45 ( 26.0) 74 ( 48.4) 7 ( 33.3)
LOPERAMIDE HYDROCHLORIDE 17 ( 20.0) 25 ( 14.5) 38 ( 24.8) 2 ( 9.5)
LOPERAMIDE 5 ( 5.9) 18 ( 10.4) 25 ( 16.3) 4 (19.0)
LOMOTIL 4 ( 4.7) 5 ( 2.9) 28 ( 18.3) 1 ( 4.8)
DIACURE PLUS 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

DIHYDROPYRIDINE DERIVATIVES 26 ( 30.6) 57 ( 32.9) 41 ( 26.8) 6 ( 28.6)
AMLODIPINE 12 ( 14.1) 35 ( 20.2) 29 ( 19.0) 4 (19.0)
AMLODIPINE BESILATE 14 ( 16.5) 13 ( 7.5) 9 ( 5.9) 2 ( 9.5
NIFEDIPINE 2 ( 2.4 6 ( 3.5) 3 ( 2.0) 0 ( 0.0)
LERCANIDIPINE 0 ( 0.0) 1 ( 0.6) 2 ( 1.3) 0 ( 0.0)
NICARDIPINE HYDROCHLORIDE 0 ( 0.0) 1 ( 0.6) 1 ( 0.7) 0 ( 0.0)
AMLODIPINE CAMSILATE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
AMLODIPINE OROTATE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
BENIDIPINE HYDROCHLORIDE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
CILNIDIPINE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
FELODIPINE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
LERCANIDIPINE HYDROCHLORIDE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
NICARDIPINE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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MIDAZOLAM HYDROCHLORIDE
NITRAZEPAM
TRIAZOLAM
CLOBAZAM
LOPRAZOLAM
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Percentage is calculated based on the number of patients in the column heading as

Patients are counted once within each preferred term.

the denominator.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas
Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared
Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation
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Therapeutic Class Al
Preferred Term (N=85)

PROPIONIC ACID DERIVATIVES 24 ( 28.2) 44
IBUPROFEN 16 ( 18.8) 22
NAPROXEN 3 ( 3.5) 6
LOXOPROFEN SODIUM 4 ( 4.7) 9
NAPROXEN SODIUM 3 ( 3.5) 3
LOXOPROFEN 0 ( 0.0) 5
IBUPROFEN SODIUM 0 ( 0.0) 0
KETOPROFEN 0 ( 0.0) 0
CAROL-F 1 ( 1.2) 0
DEXKETOPROFEN 0 ( 0.0) 1
FLURBIPROFEN AXETIL 0 ( 0.0) 1
ZALTOPROFEN 0 ( 0.0) 1
CO-ADVIL 0 ( 0.0) 0
ESFLURBIPROFEN 0 ( 0.0) 0

OSMOTICALLY ACTING LAXATIVES 28 ( 32.9) 53
MACROGOL 3350 11 ( 12.9) 12
LACTULOSE 10 ( 11.8) 19
MAGNESIUM OXIDE 6 ( 7.1) 22
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Percentage is calculated based on the number of patients in the column heading as
Patients are counted once within each preferred term.
Reported medication terms were coded using WHO Drug Dictionary (version September

the denominator.

2015).

Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.

Program location: /lillyce/prd/ly3527723/j2g _ox_jzja/misc6/programs/primary/tfl/t

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/j2g_ox_jzja/miscé6/output/shared/mar20/T14.

spcm2 . sas

1.5_sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)
OSMOTICALLY ACTING LAXATIVES 28 ( 32.9) 53 ( 30.6) 28 ( 18.3) 5 ( 23.8)
MACROGOL 5 ( 5.9) 9 ( 5.2) 6 ( 3.9) 2 ( 9.5
MOVICOL 1 ( 1.2) 3 ( 1.7) 4 ( 2.6) 0 ( 0.0)
MAGNESIUM HYDROXIDE 0 ( 0.0) 2 ( 1.2) 1 ( 0.7) 0 ( 0.0)
MAGNESIUM CITRATE 0 ( 0.0) 1 ( 0.6) 1 ( 0.7) 0 ( 0.0)
MACROGOL 4000 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
LACTITOL MONOHYDRATE 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
TRANSIPEG 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
GOLYTELY 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
SEROTONIN (5HT3) ANTAGONISTS 20 ( 23.5) 35 ( 20.2) 39 ( 25.5) 5 ( 23.8)
ONDANSETRON 18 ( 21.2) 32 ( 18.5) 38 ( 24.8) 5 ( 23.8)
ONDANSETRON HYDROCHLORIDE 2 ( 2.4 0 ( 0.0) 2 ( 1.3 0 ( 0.0)
GRANISETRON HYDROCHLORIDE 1 ( 1.2) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
GRANISETRON 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
PALONOSETRON HYDROCHLORIDE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
CONTACT LAXATIVES 22 ( 25.9) 44 ( 25.4) 23 ( 15.0) 7 ( 33.3)
SENNOSIDE A+B 19 ( 22.4) 31 ( 17.9) 18 ( 11.8) 4 (19.0)
BISACODYL 2 ( 2.4 12 ( 6.9) 2 ( 1.3 1 ( 4.8)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B C
Preferred Term (N=85) (N=173) (N=153) (N=21)
CONTACT LAXATIVES 22 ( 25.9) 44 ( 25.4) 23 ( 15.0) 7 ( 33.3)
COLOXYIL WITH SENNA 1 ( 1.2) 3 ( 1.7) 2 ( 1.3) 2 ( 9.5)
SODIUM PICOSULFATE 1 ( 1.2) 2 (1.2 3 ( 2.0) 0 ( 0.0)
DOCUSATE W/SENNA 1 ( 1.2) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
SENNOSIDE A+B CALCIUM 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
DULCODOS 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
SENOKOT-S 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
COMBINATIONS OF PENICILLINS, INCL. BETA-LACTAMASE 19 ( 22.4) 41 ( 23.7) 29 ( 19.0) 3 ( 14.3)
SPEKTRAMOX 14 ( 16.5) 25 ( 14.5) 24 ( 15.7) 2 ( 9.5
PIP/TAZO 7 ( 8.2) 18 ( 10.4) 7 ( 4.6) 2 ( 9.5
UNACID 0 ( 0.0) 1 ( 0.6) 3 ( 2.0) 0 ( 0.0)
AUGMENTIN 0 ( 0.0) 3 ( 1.7) 0 ( 0.0) 0 ( 0.0)
PIPERACILLIN W/TAZOBACTAM 0 ( 0.0) 2 ( 1.2) 0 ( 0.0) 0 ( 0.0)
SULTAMICILLIN TOSILATE 2 ( 2.4) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
AMINOXIDIN SULBACTAM 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
ELECTROLYTE SOLUTIONS 17 ( 20.0) 47 ( 27.2) 26 ( 17.0) 7 ( 33.3)
SODIUM CHLORIDE 15 ( 17.6) 39 ( 22.5) 19 ( 12.4) 6 ( 28.6)
MAGNESIUM SULFATE 4 ( 4.7) 11 ( 6.4) 9 ( 5.9) 2 ( 9.5

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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1 ( 0.7) 0 ( 0.0)
0 ( 0.0) 0 ( 0.0)
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53 ( 34.6) 4 (19.0)
30 ( 19.6) 3 (14.3)
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9 ( 5.9) 0 ( 0.0)
1 ( 0.7) 1 ( 4.8)
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Therapeutic Class Al
Preferred Term (N=85)

ELECTROLYTE SOLUTIONS 17 ( 20.0) 47
CALCIUM GLUCONATE 1 ( 1.2) 2
POTASSIUM CHLORIDE 2 ( 2.4) 6
POTASSIUM PHOSPHATE MONOBASIC 1 ( 1.2) 4
SODIUM PHOSPHATE 2 ( 2.4) 1
MULTITRACE-4 1 ( 1.2) 2
POTASSIUM 0 ( 0.0) 2
SODIUM BICARBONATE 0 ( 0.0) 2
CALCIUM CHLORIDE 0 ( 0.0) 0
ZINC SULFATE 0 ( 0.0) 1
ELEMEAL 0 ( 0.0) 0
SODIUM PHOSPHATE MONOBASIC (ANHYDRATE) 0 ( 0.0) 0

CALCIUM 6 ( 7.1) 16
CALCIUM CARBONATE 5 ( 5.9) 9
CALCIUM 1 ( 1.2) 4
CALCIUM CITRATE 0 ( 0.0) 3
CALCIUM LACTATE 0 ( 0.0) 0
CALCIUM ACETATE 0 ( 0.0) 0
DICALCIUM MALATE 0 ( 0.0) 0

O OORrNOUULV
~
~

.0)

Percentage is calculated based on the number of patients in the column heading as
Patients are counted once within each preferred term.
Reported medication terms were coded using WHO Drug Dictionary (version September

Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf

the denominator.
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)
CALCIUM 6 ( 7.1) 16 ( 9.2) 53 ( 34.6) 4 (19.0)
CALCIUM GLUCONATE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
SULFONAMIDES, PLAIN 17 ( 20.0) 43 ( 24.9) 27 ( 17.6) 4 ( 19.0)
FUROSEMIDE 17 ( 20.0) 38 ( 22.0) 20 ( 13.1) 4 (19.0)
CHLORTALIDONE 0 ( 0.0) 2 (1.2 2 ( 1.3 0 ( 0.0)
TORASEMIDE 0 ( 0.0) 1 ( 0.6) 5 ( 3.3) 0 ( 0.0)
AZOSEMIDE 0 ( 0.0) 4 ( 2.3) 0 ( 0.0) 0 ( 0.0)
INDAPAMIDE 0 ( 0.0) 0 ( 0.0) 2 ( 1.3 0 ( 0.0)
METOLAZONE 0 ( 0.0) 0 ( 0.0) 2 ( 1.3) 0 ( 0.0)
BUMETANIDE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
OTHER ANALGESICS AND ANTIPYRETICS 13 ( 15.3) 38 ( 22.0) 33 ( 21.6) 3 (14.3)
GABAPENTIN 10 ( 11.8) 17 ( 9.8) 20 ( 13.1) 3 (14.3)
PREGABALIN 2 ( 2.4) 22 (12.7) 8 ( 5.2) 0 ( 0.0)
CANNABIDIOL 0 ( 0.0) 4 ( 2.3) 4 ( 2.6) 0 ( 0.0)
NEFOPAM HYDROCHLORIDE 1 ( 1.2) 1 ( 0.6) 1 ( 0.7) 0 ( 0.0)
TOPIRAMATE 0 ( 0.0) 0 ( 0.0) 2 ( 1.3) 0 ( 0.0)
NEFOPAM 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)

FLUOROQUINOLONES 17 ( 20.0) 35 ( 20.2) 23 ( 15.0) 5 ( 23.8)
LEVOFLOXACIN 7 ( 8.2) 26 ( 15.0) 8 ( 5.2) 4 (19.0)
CIPROFLOXACIN 10 ( 11.8) 7 ( 4.0) 10 ( 6.5) 2 ( 9.5
CIPROFLOXACIN HYDROCHLORIDE 1 ( 1.2) 5 ( 2.9) 2 ( 1.3) 0 ( 0.0)
OFLOXACIN 0 ( 0.0) 2 ( 1.2) 4 ( 2.6) 0 ( 0.0)
MOXIFLOXACIN 1 ( 1.2) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
TOSUFLOXACIN TOSILATE 0 ( 0.0) 2 (1.2 0 ( 0.0) 0 ( 0.0)
CIPROFLOXACIN LACTATE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
FLUOROQUINOLONES 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
MOXIFLOXACIN HYDROCHLORIDE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
NORFLOXACIN 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
BESIFLOXACIN HYDROCHLORIDE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
LEVOFLOXACIN HEMIHYDRATE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
SITAFLOXACIN 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

MAGNESIUM 12 ( 14.1) 27 ( 15.6) 33 ( 21.6) 6 ( 28.6)
MAGNESIUM OXIDE 7 ( 8.2) 14 ( 8.1) 13 ( 8.5) 4 ( 19.0)
MAGNESIUM 2 ( 2.4) 8 ( 4.6) 19 ( 12.4) 2 ( 9.5)
MAGNESIUM AMINO ACID CHELATE 0 ( 0.0) 5 ( 2.9) 1 ( 0.7) 0 ( 0.0)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)

MAGNESIUM 12 ( 14.1) 27 ( 15.6) 33 ( 21.6) 6 ( 28.6)
MAGNESIUM PIDOLATE 1 ( 1.2) 2 ( 1.2) 1 ( 0.7) 0 ( 0.0)
MAGNESIUM ASPARTATE 0 ( 0.0) 1 ( 0.6) 1 ( 0.7) 0 ( 0.0)
MAGNESIUM SULFATE 0 ( 0.0) 2 ( 1.2) 0 ( 0.0) 0 ( 0.0)
MAGNESIUM CITRATE 2 ( 2.4) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
DYNAMAG 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
MAGNESIUM GLYCINATE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
MAGNESIUM HYDROXIDE 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
MAGNESIUM OROTATE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
MAGNESIUM ASPARTATE HYDROCHLORIDE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
MAGNESIUM HYDROGEN ASPARTATE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

OTHER AGENTS FOR LOCAL ORAL TREATMENT 13 ( 15.3) 35 ( 20.2) 15 ( 9.8) 6 ( 28.6)
OTHER AGENTS FOR LOCAL ORAL TREATMENT 4 ( 4.7) 10 ( 5.8) 10 ( 6.5) 5 ( 23.8)
BENZYDAMINE HYDROCHLORIDE 4 ( 4.7) 7 ( 4.0) 0 ( 0.0) 0 ( 0.0)
SODIUM GUALENATE HYDRATE 1 ( 1.2) 9 ( 5.2) 0 ( 0.0) 0 ( 0.0)
LIDOCAINE HYDROCHLORIDE 3 ( 3.5) 3 ( 1.7) 1 ( 0.7) 1 ( 4.8)
CALCIUM LACTATE W/GLUCOSE OXIDASE/L 2 ( 2.4) 5 ( 2.9) 0 ( 0.0) 0 ( 0.0)
MAGIC MOUTHWASH 0 ( 0.0) 2 ( 1.2) 2 ( 1.3) 1 ( 4.8)
ALUMINIUM HYDROXIDE W/DIPHENHYDRAMI 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 1 ( 4.8)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)

OTHER AGENTS FOR LOCAIL ORAL TREATMENT 13 ( 15.3) 35 ( 20.2) 15 ( 9.8) 6 ( 28.6)
SODIUM CHLORIDE 0 ( 0.0) 2 ( 1.2) 0 ( 0.0) 0 ( 0.0)
CAPHOSOL 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
LIDOCAINE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
BIOTENE 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
FIRST BLM 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 1 ( 4.8)
GLUCOSE OXIDASE W/LACTOFERRIN/LACTO 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
AQUORAL 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 1 ( 4.8)
GLYCEROL DIOLEATE W/PHOSPHOLIPIDS 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
GLYCO THYMOLINE 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
BENZYDAMINE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
NIMESULIDE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
SIALIN 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

CALCIUM, COMBINATIONS WITH VITAMIN D AND/OR OTHER 7 ( 8.2) 24 ( 13.9) 33 ( 21.6) 6 ( 28.6)
LEKOVIT CA 3 ( 3.5) 9 ( 5.2) 17 ( 11.1) 3 (14.3)
CALCIUM W/VITAMIN D NOS 1 ( 1.2) 4 ( 2.3) 3 ( 2.0) 1 ( 4.8)
SUPER CAL600-MG300 1 ( 1.2) 7 ( 4.0) 0 ( 0.0) 0 ( 0.0)
CALCIUM CITRATE W/COLECALCIFEROL 1 ( 1.2) 0 ( 0.0) 2 ( 1.3) 1 ( 4.8)
CALCIUM CARBONATE W/VITAMIN D NOS 0 ( 0.0) 1 ( 0.6) 2 ( 1.3) 0 ( 0.0)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)

CALCIUM, COMBINATIONS WITH VITAMIN D AND/OR OTHER 7 ( 8.2) 24 ( 13.9) 33 ( 21.6) 6 ( 28.6)
CALCIUM D3 0 ( 0.0) 2 ( 1.2) 2 ( 1.3) 0 ( 0.0)
CALCITE D 0 ( 0.0) 0 ( 0.0) 1( 0.7) 0 ( 0.0)
CALCIUM CARBONATE W/COLECALCIFEROL/MINERALS N 0 ( 0.0) 0 ( 0.0) 1( 0.7) 0 ( 0.0)
OSTEOCARE 0 ( 0.0) 1( 0.6) 1( 0.7) 0 ( 0.0)
CALCIUM CITRATE W/VITAMIN D NOS 0 ( 0.0) 0 ( 0.0) 1( 0.7) 0 ( 0.0)
CALCIUM W/MAGNESIUM/VITAMIN D NOS 0 ( 0.0) 0 ( 0.0) 1( 0.7) 0 ( 0.0)
CALCIUM, COMBINATIONS WITH VITAMIN D AND/OR O 0 ( 0.0) 1( 0.6) 0 ( 0.0) 0 ( 0.0)
CALCIUM W/COLECALCIFEROL/VITAMIN K NOS 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
CALCIUM W/MAGNESIUM 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 1 ( 4.8)
DOPPELHERZ AKTIV CALCIUM+D3+BIOTIN+FOLSAEURE 0 ( 0.0) 0 ( 0.0) 1( 0.7) 0 ( 0.0)
LOGICAL M 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
VIACTIV 0 ( 0.0) 0 ( 0.0) 1( 0.7) 0 ( 0.0)
B-CAL-DM 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
CALCIDO 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
CALCIUM CARBONATE W/MAGNESIUM 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
CALCIUM MAGNESIUM ZINC 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
CALCIUM PLUS WITH MAGNESIUM & VITAMIN D 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)

BETA BLOCKING AGENTS, SELECTIVE 12 ( 14.1) 23 ( 13.3) 35 ( 22.9) 5 ( 23.8)
METOPROLOL 4 ( 4.7) 6 ( 3.5) 5 ( 3.3) 1 ( 4.8)
METOPROLOL SUCCINATE 2 ( 2.4 2 (1.2 11 ( 7.2) 4 (19.0)
METOPROLOL TARTRATE 0 ( 0.0) 7 ( 4.0) 8 ( 5.2) 0 ( 0.0)
ATENOLOL 3 ( 3.5) 2 ( 1.2) 2 ( 1.3) 0 ( 0.0)
BISOPROLOL 1 ( 1.2) 3 ( 1.7) 6 ( 3.9) 0 ( 0.0)
BISOPROLOL FUMARATE 2 ( 2.4 3 ( 1.7) 3 ( 2.0) 0 ( 0.0)
NEBIVOLOL 0 ( 0.0) 0 ( 0.0) 5 ( 3.3) 0 ( 0.0)
NEBIVOLOL HYDROCHLORIDE 1 ( 1.2) 2 (1.2 1 ( 0.7) 0 ( 0.0)

HMG COA REDUCTASE INHIBITORS 16 ( 18.8) 31 ( 17.9) 18 ( 11.8) 4 ( 19.0)
ATORVASTATIN 6 ( 7.1) 17 ( 9.8) 9 ( 5.9) 0 ( 0.0)
ATORVASTATIN CALCIUM 5 ( 5.9) 8 ( 4.6) 5 ( 3.3) 2 ( 9.5
SIMVASTATIN 2 ( 2.4 3 ( 1.7) 1 ( 0.7) 0 ( 0.0)
ROSUVASTATIN CALCIUM 4 ( 4.7) 1 ( 0.6) 3 ( 2.0) 0 ( 0.0)
ROSUVASTATIN 1 ( 1.2) 1 ( 0.6) 2 ( 1.3) 1 ( 4.8)
PRAVASTATIN 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 1 ( 4.8)
PITAVASTATIN CALCIUM 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
FLUVASTATIN SODIUM 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Therapeutic Class
Preferred Term

A2
(N=173)

HMG COA REDUCTASE INHIBITORS
PRAVASTATIN SODIUM

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 1

PLANTAGO OVATA

HERBAL PREPARATION

CURCUMA LONGA RHIZOME
PAPAVER SOMNIFERUM TINCTURE
CANNABIS SATIVA

CANNABIS SATIVA OIL

SILYBUM MARIANUM

ALOCE VERA

LINUM USITATISSIMUM SEED OIL
VACCINIUM MACROCARPON
MALUS SPP. VINEGAR EXTRACT
MENTHA X PIPERITA OIL
CINNAMOMUM VERUM
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Percentage is calculated based on the number of patients in the column heading as
Patients are counted once within each preferred term.
Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas
Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared
Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)
UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 10 ( 11.8) 24 ( 13.9) 35 ( 22.9) 5 ( 23.8)
CAMELLIA SINENSIS 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
CARICA PAPAYA 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
SPIRULINA SPP. 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
ALOSENN 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
COCOS NUCIFERA OIL 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
CRATAEGUS LAEVIGATA 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
FOENICULUM VULGARE 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
GANODERMA LUCIDUM 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
GENTIANA LUTEA 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
GOSHAJINKIGAN 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
HARPAGOPHYTUM PROCUMBENS 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
HERBAL POLLEN NOS 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
LINUM USITATISSIMUM SEED 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
MACROCYSTIS PYRIFERA 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
OLEA EUROPAEA OIL 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
SERENOA REPENS 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
SERENOA REPENS EXTRACT 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
SYZYGIUM AROMATICUM 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
TARAXACUM OFFICINALE 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 10 ( 11.8) 24 ( 13.9) 35 ( 22.9) 5 ( 23.8)
VITIS VINIFERA EXTRACT 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
VITIS VINIFERA SEED 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
ZEA MAYS EXTRACT 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
ZINGIBER OFFICINALE RHIZOME 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
ARNICA MONTANA 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
CALENDULA OFFICINALIS 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
HEDERA HELIX 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
PLANTAGO OVATA HUSK 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
PLATYCODON GRANDIFLORUS 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
PRUNUS ARMENIACA SEED EXTRACT 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
VISCUM ALBUM EXTRACT 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

SOFTENERS, EMOLLIENTS 17 ( 20.0) 18 ( 10.4) 22 ( 14.4) 6 ( 28.6)
DOCUSATE SODIUM 15 ( 17.6) 14 ( 8.1) 17 ( 11.1) 4 (19.0)
DOCUSATE 3 ( 3.5) 5 ( 2.9) 5 ( 3.3) 1 ( 4.8)
SOFTENERS, EMOLLIENTS 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 1 ( 4.8)
DOCUSATE POTASSIUM 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
PARAFFIN, LIQUID 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Patients are counted once within each preferred term.

the denominator.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas
Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared
Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)

ACE INHIBITORS, PLAIN 10 ( 11.8) 24 ( 13.9) 21 ( 13.7) 2 ( 9.5)
ENALAPRIL MALEATE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
TRANDOLAPRIL 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
BENAZEPRIL 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
CAPTOPRIL 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
LISINOPRIL DIHYDRATE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
PERINDOPRIL ARGININE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

HEPARIN GROUP 17 ( 20.0) 32 ( 18.5) 18 ( 11.8) 4 (19.0)
ENOXAPARIN SODIUM 8 ( 9.4) 13 ( 7.5) 8 ( 5.2) 0 ( 0.0)
ENOXAPARIN 7 ( 8.2) 16 ( 9.2) 2 ( 1.3) 4 (19.0)
HEPARIN 2 ( 2.4) 5 ( 2.9) 5 ( 3.3) 0 ( 0.0)
TINZAPARIN SODIUM 1 ( 1.2) 0 ( 0.0) 4 ( 2.6) 0 ( 0.0)
DALTEPARIN 2 ( 2.4 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
HEPARIN SODIUM 1 ( 1.2) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
DALTEPARIN SODIUM 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
GLUCOSE W/HEPARIN 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
HEPARIN CALCIUM 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
NADROPARIN CALCIUM 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)

AMIDES 16 ( 18.8) 29 ( 16.8) 17 ( 11.1) 7 ( 33.3)
LIDOCAINE 8 ( 9.4) 20 ( 11.e) 13 ( 8.5) 7 ( 33.3)
EMLA 3 ( 3.5) 3 ( 1.7) 0 ( 0.0) 0 ( 0.0)
BUPIVACAINE 1 ( 1.2) 2 ( 1.2) 1 ( 0.7) 0 ( 0.0)
XYLOCAINE-EPINEPHRINE 2 ( 2.4) 1 ( 0.6) 2 ( 1.3) 0 ( 0.0)
LIDOCAINE HYDROCHLORIDE 2 ( 2.4 3 ( 1.7) 0 ( 0.0) 0 ( 0.0)
ROPIVACAINE 0 ( 0.0) 2 (1.2 0 ( 0.0) 1 ( 4.8)
MARCAIN-ADRENALIN 1 ( 1.2) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
BUPIVACAINE HYDROCHLORIDE 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
LIDOCAINE W/SODIUM BICARBONATE 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
AMIDES 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
LIDOCAINE W/MENTHOL 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
OXETACAINE 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
RAPYDAN 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
ROPIVACAINE HYDROCHLORIDE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)

OTHER ANTIEMETICS 12 ( 14.1) 21 ( 12.1) 24 ( 15.7) 5 ( 23.8)
PROCHLORPERAZINE MALEATE 5 ( 5.9) 12 ( 6.9) 9 ( 5.9) 0 ( 0.0)
PROCHLORPERAZINE 5 ( 5.9) 4 ( 2.3) 5 ( 3.3) 3 (14.3)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf
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Table 14.1.5
Concomitant Medications
Safety Analysis Set
by Subpopulation

Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)

OTHER ANTIEMETICS 12 ( 14.1) 21 ( 12.1) 24 ( 15.7) 5 ( 23.8)
DRONABINOL 1 ( 1.2) 1 ( 0.6) 6 ( 3.9) 1 ( 4.8)
PROMETHAZINE 1 ( 1.2) 0 ( 0.0) 4 ( 2.6) 1 ( 4.8)
PROCHLORPERAZINE EDISYLATE 0 ( 0.0) 1 ( 0.6) 1 ( 0.7) 0 ( 0.0)
HYOSCINE 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 1 ( 4.8)
APREPITANT 0 ( 0.0) 2 (1.2 0 ( 0.0) 0 ( 0.0)
OTHER ANTIEMETICS 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)

SELECTIVE BETA-2-ADRENORECEPTOR AGONISTS 7 ( 8.2) 30 ( 17.3) 14 ( 9.2) 7 ( 33.3)
SALBUTAMOL 5 ( 5.9) 24 ( 13.9) 8 ( 5.2) 3 (14.3)
SALBUTAMOL SULFATE 1 ( 1.2) 5 ( 2.9) 6 ( 3.9) 1 ( 4.8)
LEVOSALBUTAMOL 1 ( 1.2) 3 ( 1.7) 0 ( 0.0) 2 ( 9.5
LEVOSALBUTAMOL HYDROCHLORIDE 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 1 ( 4.8)
LEVOSALBUTAMOL TARTRATE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 1 ( 4.8)
PROCATEROL HYDROCHLORIDE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
SALMETEROL 1 ( 1.2) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
ARFORMOTEROL TARTRATE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
FENOTEROL HYDROBROMIDE 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

Percentage is calculated based on the number of patients in the column heading as the denominator.
Patients are counted once within each preferred term.

Reported medication terms were coded using WHO Drug Dictionary (version September 2015).
Medications are sorted in decreasing order of frequency based on Overall Safety Analysis Set.
Program location: /lillyce/prd/ly3527723/j2g_ox_jzja/misc6/programs/primary/tfl/t_spcm2.sas

Data location: /lillyce/prd/ly3527723/j2g ox_jzja/misc6/data/analysis/shared

Output location: /lillyce/prd/ly3527723/3j2g_ox_jzja/miscé/output/shared/mar20/T14.1.5 sf.rtf

Selpercatinib (Retsevmo®) 38



Modul 4A - Anhang 4-M1 Stand: 12.03.2021

Loxo Oncology Inc. Page 25 of 137
Protocol Number: LOXO-RET-17001 07:02 22DEC2020
Clinical Study Report (Visit Cutoff 30-MAR-2020)
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Concomitant Medications
Safety Analysis Set
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Therapeutic Class Al A2 B Cc
Preferred Term (N=85) (N=173) (N=153) (N=21)

POTASSIUM 11 ( 12.9) 21 ( 12.1) 23 ( 15.0) 3 ( 14.3)
POTASSIUM CHLORIDE 11 ( 12.9) 19 ( 11.0) 19 ( 12.4) 3 ( 14.3)
POTASSIUM 0 ( 0.0) 2 (1.2 2 ( 1.3) 0 ( 0.0)
POTASSIUM PHOSPHATE MONOBASIC 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
MAGNESIUM W/POTASSIUM 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
POTASSIUM ASPARTATE 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)
POTASSIUM GLUCONATE 0 ( 0.0) 0 ( 0.0) 1 ( 0.7) 0 ( 0.0)
SWISS-KAL EFF 0 ( 0.0) 1 ( 0.6) 0 ( 0.0) 0 ( 0.0)

OTHER ANTIDEPRESSANTS 11 ( 12.9) 14 ( 8.1) 24 ( 15.7) 5 ( 23.8)
MIRTAZAPINE 6 ( 7.1) 6 ( 3.5) 8 ( 5.2) 0 ( 0.0)
TRAZODONE 3 ( 3.5) 0 ( 0.0)