Table 16.2.7.1
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

Page 1 of 98

Tr eat nent
MedDRA (v19.0) e
System Organ Preferred Term Trt
C ass I NVESTI GATOR ENTRY Trt Phase Dose**
GASTRO NTESTI NA  Consti pati on*/ B Active 0
L DI SORDERS CONSTI PATI ON
Di arrhoea*/ C Active O
LOCSE STOOL
Oral disorder*/ A Active 200 MG
PASTY MOUTH
| NFECTI ONS AND Fol liculitis*/ B Active 0
| NFESTATI ONS FOLLICULITIS
I NJURY, Arthropod bite*/ A Active 200 MG
PO SONI NG AND I NSECT BI TE
PROCEDURAL

COWPLI CATI ONS

93/ 100

2/ 3

47/ 51

100/

104

65/ 93

5/ 12

2/ 3

12/ 16

12/ 16

30/ 54

390

Duration
(Hrs)

173.

22.

83.

88.

570.

00

00

00

00

67

SEVERI TY/
Qut comre

M LD
Resol ved
(16APR2016)

M LD/
Resol ved
(10JAN2016)

M LD/
Resol ved
(27FEB2016)

M LD/
Resol ved
(20APR2016)

MODERATE/
Resol ved
(09APR2016)

ACTI OV
Causal ity

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(TREATMENT G VEN) /
Gt her-insect bite

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1
++ Day relative to first day of each treatment period. First day of each treatnment period = day 1

[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessment).
Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation:

Page 1

17SEP2016 (21:58)



Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

I NJURY,

PO SONI NG AND
PROCEDURAL
COWPLI CATI ONS

NERVQUS SYSTEM
DI SORDERS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Arthropod bite/
I NSECT BI TE

Headache*/
HEADACHE

Headache*/
HEADACHE

Headache/
HEADACHE

Headache/
| NTERM TTENT HEADACHE

Headache/
| NTERM TTENT HEADACHE

Page 2 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
B Active 1/ 5 93. 33 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(09APR2016) SUBJECT ACTI ON:
(TREATMENT G VEN)/
Gt her-insect bite
C Active 0 14/ 14 14/ 14 7 1.00 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(21JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
C Active 0 35/ 39 35/ 36 504 24.00 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(15FEB2016) SUBJECT ACTI O\
( TREATMENT G VEN) /
Study Drug
A Active 1/ 4 71.00 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(15FEB2016) SUBJECT ACTI O\
( TREATMENT G VEN) /
Study Drug
A Active 200 MG 43/ 44 8/ 9 6 32.50 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(20FEB2016) SUBJECT ACTI ON:
( TREATMENT G VEN) /
Study Drug
A Active 200 MG 88/ 93 53/ 54 945. 83 14.83 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(09APR2016) SUBJECT ACTI ON:

(TREATMENT G VEN)/
Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

A0501104

Sertraline,

MedDRA (v19. 0)

Preferred Term
| NVESTI GATOR ENTRY

NERVOUS SYSTEM  Headache/
DI SORDERS | NTERM TTENT HEADACHE
Par aest hesi a*/
| NTERM TTENT PARESTHESI A
RESPI RATORY, O opharyngeal pain*/
THORACI C AND THROAT PAIN
MEDI ASTI NAL
DI SORDERS
SKI'N AND Dry skin*/
SUBCUTANEQUS DRY SKIN LEGS
TI SSUE
DI SORDERS

B=Moxi f | oxaci n,

Page 3 of

GASTRO NTESTI NA
L DI SORDERS

Const i pation*/
CONSTI PATI ON

98

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
B Active 1/ 5 93. 33 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(09APR2016) SUBJECT ACTI ON:
(TREATMENT G VEN)/
Study Drug
A Active 50 MG 38/ 50 3/ 15 10 289.00 M LD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(26FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
C Active 0 30/ 36 30/ 36 383 143.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(12FEB2016) SUBJECT ACTI O\
(NO ACTION) /
Qther-viral infection
C Active O 10/ 15 10/ 15 11 124.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(22JAN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
A Active 50 MG 91/ 100 3/ 12 10. 25 223.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(16APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are
* Treat ment - emrer gen
** Dose at onset of
+ Day relative to s

at Screening

t

adverse event.

tart of study treatment.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1

[1 Values in brackets are inputed frominconplete dates
SAE = Serious Adverse Event (according to Investigators
Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

and tines.
assessnent).
adverse event.
12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertraline,

B=Moxi f | oxaci n,

Page 4 of 98

System Organ
C ass

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

NERVQUS SYSTEM
DI SORDERS

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Application site irritati
on*/

CONTACT | RRI TATI ON ON
CHEST FROM ECG ELECTRODES

Fati gue*/
| NTERM TTENT FATI GUE

Vessel
hema*/
ERYTHEMA AT VEN PUNCTURE
SITE

puncture site eryt

Headache*/
HEADACHE

Headache*/
HEADACHE

Headache*/
HEADACHE

C=Pl acebo
Tr eat nent
Trt
Trt Phase Dose**
A Active 50 MG

B Active 0

A Active 50 MG

C Active 0

A Active 50 MG

A Active 200 MG

.92

.25

.92

.75

.02

(Hrs)

194.

68.

20.

00

00

00

.50

.23

SEVERI TY/
Qut comre

M LD/
Resol ved
(09APR2016)

M LD/
Resol ved
(22JAN2016)

M LD
Resol ved
(08APR2016)

MODERATE/
Resol ved
( 25FEB2016)

MODERATE/
Resol ved
(08APR2016)

MODERATE/
Resol ved
(12APR2016)

ACTI OV
Causal ity

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Q her-due to ecg el ectrodes

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

St udy Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /

I nj ection/ procedure
rel at ed- veni puncture
STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\

( TREATMENT G VEN) /
Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:

( TREATMENT G VEN) /
Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:

( TREATMENT G VEN) /
Study Drug

Age and weight are
* Treat ment - energen
** Dose at onset of
+ Day relative to s

at Screening
t
adverse event.
tart of study treatnent.

First day of study treatnment

St udy

Start

Day +/ Start

St udy Day++/
St op St op

Day+ Day ++
90/ 93 2/ 5

71 15 7/ 15
89/ 92 1/ 4

48/ 49 13/ 14
91/ 92 3/ 4

95/ 96 7/ 8

= day 1

++ Day relative to first day of each treatment period. First day of each treatnment period
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).
Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

12SEP2016

Date of Table Generation:

Page 4

17SEP2016 (21: 58)



Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

NERVOUS SYSTEM
DI SORDERS

PSYCHI ATRI C
DI SORDERS

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Headache*/

| NTERM TTENT HEADACHE

Headache*/

| NTERM TTENT HEADACHE

Headache*/

| NTERM TTENT HEADACHE

I nsomi a*/
1| NSOWNI A

Intertrigo*/
| NTERTRI GO BREAST

Rash macul ar*/
SPOTS ON ARM

Page 5 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
B Active O 3/ 8 3/ 8 8.92 119. 67 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(15JAN2016) SUBJECT ACTI ON:
(TREATMENT G VEN)/
Study Drug
B Active 0 11/ 15 11/ 15 9.92 96.00 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(22JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
C Active 0 40/ 43 5/ 8 6.92 63.00 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(19FEB2016) SUBJECT ACTI ON:
( TREATMENT G VEN) /
Study Drug
A Active 100 MG 91/ 103 3/ 15 0.25 273.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(19APR2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
C Active O 45/ 53 10/ 18 11.5 179.42 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29FEB2016) SUBJECT ACTI ON:
( TREATMENT G VEN) /
O her-nycotic infection
A Active 50 MG 89/ 92 1/ 4 10. 25 59.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(08APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation: 17SEP2016 (21:58)

Page 5



Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ Preferred Term
C ass | NVESTI GATOR ENTRY

A0501104

Sertraline,

MedDRA (v19. 0)

B=Moxi f | oxaci n,

Page 6 of 98

GASTRO NTESTI NA
L DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

Abdoni nal pain | ower*/

LOW ABDOM NAL PAI N

Dry nmout h*/
DRY MOUTH

Nausea*/
| NTERM TTENT NAUSEA

Nausea*/
NAUSEA

Ast heni a*/
WEAKNESS

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
C Active 0 85/ 85 16/ 16 48. 17 1.33 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(01APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Ct her - prenenstrual syndrone
A Active 200 MG 9/ 36 9/ 36 2.83 643.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(12FEB2016) SUBJECT ACTI O\:
(NO ACTI ON) /
Study Drug
B Active O 38/ 43 3/ 8 10.83 119.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(19FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 400 M5 49/ 49 14/ 14 0.83 4.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(25FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 0 38/ 40 3/ 5 10. 83 35.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(16FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are
* Treat ment - emrer gen
** Dose at onset of

+ Day relative to start of study treatnent.

at Screening
t
adverse event.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1

[1 Values in brackets are inputed frominconplete dates
SAE = Serious Adverse Event (according to Investigators
Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

and tines.
assessnent).
adverse event.
12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

System Organ
C ass

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

I NFECTI ONS AND
| NFESTATI ONS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

A0501104

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Chest disconfort*/
THORACI C OPPRESSI ON

Chest disconfort*/
THORACI C OPPRESSI ON

Fat i gue*/
| NTERM TTENT FATI GUE

Gastroenteritis*/
GASTRO ENTERITI' S

Muscl e spasns*/
MUSCULAR SPASMS

Mal gi a*/
MUSCULAR DI SCOMFORT

B=Moxi f | oxaci n,

Page 7 of 98
C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 200 MG 71 8 71 8 2.83 23.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(15JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 13/ 15 13/ 15 3.83 47.00 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(22JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
A Active 50 MG 2/ 10 2/ 10 10. 83 180.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(17JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 18/ 36 18/ 36 98. 83 427.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(12FEB2016) SUBJECT ACTI O\
(NO ACTI ON) /
Gt her-viral infection
A Active 100 MG 5/ 36 5/ 36 2.83 739.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(12FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 M5 4/ 6 4/ 6 1.33 44.50 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(13JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.

Med DRA i v19. Oi [

Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

System Organ
C ass

NERVOUS SYSTEM

DI SORDERS DI ZZI NESS
PSYCH ATRI C I nsomi a*/
DI SORDERS I NSOWNI A

A0501104

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Di zzi ness*/

B=Moxi f | oxaci n,

Page 8 of 98

EYE DI SORDERS

GASTRO NTESTI NA
L DI SORDERS

Ccul ar disconfort*/

DI SCOWFORT LEFT EYE

Di arr hoea*/
LOOSE STOOL

Dysphagi a*/

DI FFI CULTY TO SWALLOW

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 200 M5 12/ 12 12/ 12 1.33 3.50 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(19JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 50 MG 1/ 15 1/ 15 13.83 336.00 M LD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(22JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
B Active 400 MG 103/ 15/ 15 33.67 0.50 MODERATE/ STUDY DRUG ACTI ON:
103 Resol ved (NO ACTI ON TAKEN)
(19APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 37/ 40 2/ 5 22.75 75.50 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(16FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 71 8 71 8 1.75 8.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(15JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatnent.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Med DRA i v19. Oi C

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

System Organ
C ass

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

I NFECTI ONS AND

| NFESTATI ONS MYCOTI C | NFECTI ON
PSYCH ATRI C I nsomi a*/
DI SORDERS DI FFlI CULTY TO SLEEP

A0501104

MedDRA (v19.0)
Preferred Term

I NVESTI GATOR ENTRY

Fati gue*/
FATI GUE

Fungal infection*/

B=Moxi f | oxaci n,

GASTRO NTESTI NA
L DI SORDERS

NERVQUS SYSTEM
DI SORDERS

G ngi val pain*/
GUM | RRI TATI ON

Di zzi ness*/
Dl ZZI NESS

Page 9 of 98
C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 200 MG 12/ 15 12/ 15 1.75 68.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(22JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 50/ 57 15/ 22 36. 25 154.50 MODERATE/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(04MAR2016)  SUBJECT ACTI ON:
(TREATMENT G VEN)/
Cther illness-nycotic
infection
A Active 50 MG 1/ 8 1/ 8 13.75 152.00 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(15JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
C Active O 73/ 77 4] 8 10. 92 95.00 MLD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(24VAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 50 MG 38/ 50 3/ 15 0.67 286.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(26FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.

Med DRA i v19. Oi [

Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

NERVOUS SYSTEM
DI SORDERS

Age and weight are
* Treat ment - emer gen
** Dose at onset of

Page 10 of 98

A0501104
Sertraline, B=Moxifloxacin, C=Placebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
| NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
Headache*/ A Active 200 MG 42/ 43 71 8 4. 67 17.00 M LD STUDY DRUG ACTI ON:
HEADACHE Resol ved (NO ACTI ON TAKEN)
(19FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Headache*/ A Active 200 MG 46/ 47 11/ 12 6. 67 15.00 M LD STUDY DRUG ACTI O\
HEADACHE Resol ved (NO ACTI ON TAKEN)
(23FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
Headache*/ C Active 0 73/ 76 41 7 8.92 62.00 MODERATE/ STUDY DRUG ACTI ON:
HEADACHE Resol ved (NO ACTI ON TAKEN)
(23MAR2016) SUBJECT ACTI ON:
( TREATMENT G VEN) /
Study Drug
Par aest hesi a*/ A Active 50 MG 36/ 38 1/ 3 8.67 38.00 MLD/ STUDY DRUG ACTI ON:
TI NGLI NG Resol ved (NO ACTI ON TAKEN)
(14FEB2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
Sommol ence*/ A Active 50 MG 37/ 50 2/ 15 21.67 313.00 M LD STUDY DRUG ACTI ON:
| NTERM TTENT SOMNOLENCE Resol ved (NO ACTI ON TAKEN)
(26FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Trenor*/ A Active 50 MG 38/ 51 3/ 16 0.67 320.00 M LD/ STUDY DRUG ACTI ON:
Bl LATERAL HAND TREMOR Resol ved (NO ACTI ON TAKEN)
(27FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
at Screening
t
adverse event.
First day of study treatment = day 1

+ Day relative to start of study treatment.

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1

[1 Values in brackets are inputed frominconplete dates
SAE = Serious Adverse Event (according to Investigators
Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

and tinmes.
assessnent) .
adverse event.
12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment Group: A=Sertraline, B=Mxifloxacin,

MedDRA (v19. 0)

System Organ Preferred Term

C ass | NVESTI GATOR ENTRY

PSYCHI ATRI C Affect lability*/

DI SORDERS EMOTI ONAL | NSTABI LI TY
I nsomi a*/

I NTERM TTENT | NSOWNI A

I nsomi a/
| NTERM TTENT | NSOWI A

SKIN AND Dry skin*/

SUBCUTANEQUS DRY SKIN

TI SSUE

DI SORDERS
.|

Page 11 of 98

EYE DI SORDERS Ccul ar hyper aemi a*/
EYE REDNESS

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
C Active 0 79/ 80 10/ 11 10.92 24.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(27MAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 0 1/ 38 1/ 36 13. 67 826.33 M LD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(14FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
A Active 1/ 3 46.67 M LD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(14FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 44/ 48 9/ 13 9.67 96.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(24FEB2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
B Active 0 59/ 62 7/ 10 1.25 57.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(09MAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

I NFECTI ONS AND
| NFESTATI ONS

NERVQUS SYSTEM
DI SORDERS

REPRODUCTI VE
SYSTEM AND
BREAST

DI SORDERS

Age and weight are
* Treat ment - energen
** Dose at onset of

Page 12 of 98

A0501104
Sertraline, B=Moxifloxacin, C=Placebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
| NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
Fati gue*/ A Active 50 MG 108/ 3/ 5 1.25 45.00 M LD/ STUDY DRUG ACTI ON:
FATI GUE | NTERM TTENT 110 Resol ved (NO ACTI ON TAKEN)
(26APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Fungal infection*/ B Active 400 MG 82/ 99 30/ 47 381. 25 408. 00 MODERATE/ STUDY DRUG ACTI O\
MYCOTI C | NFECTI ON Resol ved (NO ACTI ON TAKEN)
(15APR2016) SUBJECT ACTI ON:
(TREATMENT G VEN)/
Cther illness-nycotic
infection
Headache*/ C Active 0 71 8 71 8 0.58 21.00 MLD STUDY DRUG ACTI O\
HEADACHE Resol ved (NO ACTI ON TAKEN)
(15JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
Headache*/ A Active 50 MG 107/ 2/ 3 1.25 23.00 MLD STUDY DRUG ACTI ON:
HEADACHE 108 Resol ved (NO ACTI ON TAKEN)
(24APR2016) SUBJECT ACTI O\
(NO ACTION) /
Study Drug
Trenor*/ A Active 200 MG 115/ 10/ 13 4.58 65.00 M LD/ STUDY DRUG ACTI ON:
TREMOR BOTH ARMS 118 Resol ved (NO ACTI ON TAKEN)
(04VAY2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
Menstruation irregul ar*/ C Active 0 11/ 16 11/ 16 9.58 120.00 M LD/ STUDY DRUG ACTI ON:
| RREGULAR MENSTRUATI ON Resol ved (NO ACTI ON TAKEN)
(23JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
at Screening
t
adverse event.
First day of study treatment = day 1

+ Day relative to start of study treatnent.

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

adverse event.

12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Dry skin*/
DRY SKI N

Dry skin/
DRY SKI N

Dry skin/
DRY SKI N FOREHEAD

Eczema*/
ACUTE ECZEMVA

Skin irritation*/
BREAST | RRI TATI ON

Skin irritation*/
BREAST | RRI TATI ON

Page 13 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
C Active 0 53/ 57 53/ 53 933. 58 2.75 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(04MAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 1/ 5 93.25 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(04MAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
B Active 0 65/ 68 13/ 16 10. 25 59.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(15MAR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active O 36/ 53 36/ 53 525. 58 408. 00 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29FEB2016) SUBJECT ACTI O\:
( TREATMENT G VEN) /
Study Drug
B Active O 62/ 82 10/ 30 11.25 478.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29VAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 114/ 9/ 20 10. 58 251.00 MODERATE/ STUDY DRUG ACTI ON:
125 Resol ved (NO ACTI ON TAKEN)
(11MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1 Page 14 of 98
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity SAE
[
EAR AND Vertigo*/ A Active 200 MG 42/ 44 8/ 10 6.25 53.00 MODERATE/ STUDY DRUG ACTI ON: NO
LABYRI NTH | NTERM TTENT VERTI GO Resol ved (NO ACTI ON TAKEN)
DI SORDERS (09VAR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
EYE DI SORDERS Vision blurred*/ A Active 200 MG 42/ 46 8/ 12 1.75 80.50 M LD/ STUDY DRUG ACTI ON: NO
BLURRED VI SI ON Resol ved (NO ACTI ON TAKEN)
(11MAR2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
GASTRO NTESTI NA  Abdoni nal di st ensi on*/ A Active 200 MG 44/ 47 10/ 13 35.25 72.00 MLD/ STUDY DRUG ACTI ON: NO
L DI SORDERS FEELI NG BLOATED Resol ved (NO ACTI ON TAKEN)
(12MAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Abdomi nal pai n upper*/ A Active 200 MG 42/ 46 8/ 12 6.25 100. 00 MODERATE/ STUDY DRUG ACTI ON: NO
STOVACH PAI N Resol ved (NO ACTI ON TAKEN)
(11MAR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Gastrointestinal sounds a A Active 100 MG 38/ 39 4/ 5 10. 25 24.00 M LD STUDY DRUG ACTI ON: NO
bnor nal */ Resol ved (NO ACTI ON TAKEN)
BORBORYGM (04MAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1 Page 15 of 98
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity SAE
GASTRO NTESTI NA  Nausea*/ B Active 0 1/ 1 1/ 1 3.75 3.25 MODERATE/ STUDY DRUG ACTI ON: NO
L DI SORDERS NAUSEA Resol ved (NO ACTI ON TAKEN)
(26JAN2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Nausea*/ A Active 200 MG 42/ 44 8/ 10 5.25 54.00 MODERATE/ STUDY DRUG ACTI O\ NO
NAUSEA Resol ved (NO ACTI ON TAKEN)
(09MAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
Vomi ti ng*/ A Active 200 MG 42/ 42 8/ 8 6.25 0.17 MODERATE/ STUDY DRUG ACTI ON: NO
VOM TI NG Resol ved (NO ACTI ON TAKEN)
(07MAR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
NERVOUS SYSTEM  Par aest hesi a*/ A Active 200 MG 42/ 44 8/ 10 0.17 45.00 MODERATE/ STUDY DRUG ACTI ON: NO
DI SORDERS MJUSCLE TI NGLI NG Resol ved (NO ACTI ON TAKEN)
(09MAR2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
. |
GASTRO NTESTI NA  Change of bowel habit*/ A Active 100 MG 76/ 79 6/ 9 1.25 81.00 MLD STUDY DRUG ACTI ON: NO
L DI SORDERS DECREASED BOWEL MOVEMENTS Resol ved (NO ACTI ON TAKEN)
(13APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
]

Age and wei ght are at Screening

* Treat nent - ener gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnent period = day 1
[1 Values in brackets are inputed frominconplete dates and times.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnent (Trt) columm gives study treatnent at tinme of adverse event.

MedDRA (v19.0) coding dictionary applied.
_ Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

System Organ
C ass

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVOUS SYSTEM
DI SORDERS

A0501104

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Ast heni a*/
WEAKNESS

Chest disconfort*/
THORACI C OPPRESSI ON

Muscul ar weakness*/
LEGS WEAKNESS

Headache*/
HEADACHE

Trenor*/
HANDS TREMOR

Trenor*/
TREMOR HANDS

B=Moxi f | oxaci n,

Page 16 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 50 MG 3/ 5 3/ 5 9.83 38.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(30JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 MG 4/ 12 4/ 12 10. 83 192.00 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(06FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
B Active 0 78/ 82 8/ 12 2.17 100.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(16APR2016) SUBJECT ACTI O\
(NO ACTION) /
Study Drug
B Active O 71 71 1/ 1 1.17 6.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(05APR2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
B Active O 78/ 81 8/ 11 2.17 68.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(15APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 MG 4/ 4 4/ 4 10. 83 14.00 M LD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(29JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.

Med DRA i v19. Oi [

Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertraline,

B=Moxi f | oxaci n,

Page 17 of 98

MedDRA (v19. 0)

C=Pl acebo
Tr eat nent
Trt
Trt Phase Dose**

Duration
(Hrs)

SEVERI TY/
Qut comre

ACTI OV
Causal ity

System Organ Preferred Term

C ass | NVESTI GATOR ENTRY
EAR AND Hyper acusi s*/
LABYRI NTH NO SE SENSI TIVI TY
DI SORDERS

EYE DI SORDERS

GASTRO NTESTI NA
L DI SORDERS

Phot ophobi a*/
LI GHT SENSI TIVITY TO EYE

Abdonmi nal pai n*/
ABDOM NAL CRAMPS

Cheilitis*/
LI'P I RRI TATI ON

Di arr hoea*/
LOOSE STOOL

C Active O

B Active O

C Active 0

B Active 0

41/ 47

40/ 44

77

40/ 40

6/

7/

6/

71

13

10

144.00

96. 00

M LD
Resol ved
(12MAR2016)

M LD/
Resol ved
(09MAR2016)

M LD/
Resol ved
(01FEB2016)

M LD/
Resol ved
(05MAR2016)

M LD/
Resol ved
(01FEB2016)

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

Age and wei ght are
* Treat ment - emrer gen
** Dose at onset of
+ Day relative to s

at Screening

t

adverse event.

tart of study treatment.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

adverse event.

12SEP2016

Date of Table Generation:

Page 17

17SEP2016 (21:58)



Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

System Organ
C ass

GASTRO NTESTI NA
L DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

A0501104

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Di arr hoea*/
WATERY STOOL

d ossodyni a*/
TONGUE SENSI TI VE

Chest disconfort*/
CHEST OPPRESSI ON

Hangover */
HANGOVER

Muscul oskel etal stiffness

*/
STI FF NECK

B=Moxi f | oxaci n,

Page 18 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 50 MG 71/ 71 1/ 1 2 4.50 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(05APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 41/ 44 7/ 10 0 75.92 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(09MAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
A Active 200 MG 79/ 80 9/ 10 10 25.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(14APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active O 42/ 47 8/ 13 7.92 110.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(12MAR2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
A Active 200 MG 79/ 80 9/ 10 10 25.00 MLD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(14APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 40/ 44 6/ 10 11.92 83.00 M LD/ STUDY DRUG ACTI ON:

Muscul oskel etal stiffness

*/

STI FFNESS

Resol ved (NO ACTI ON TAKEN)

(09MAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Med DRA i v19. Oi [

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

NERVOUS SYSTEM
DI SORDERS

PSYCHI ATRI C
DI SORDERS

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Freezi ng phenonenon*/
FREEZI NG PHENOVENON

Hypogeusi a*/
DECREASED TASTE

Trenor*/
TREMOR

I nsomi a*/
1| NSOWNI A

I nsomi a*/
| NSOWNI A

Pruritus*/
PRURI TUS

Page 19 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 100 MG 75/ 80 5/ 10 10 109.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(14APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 41/ 44 7/ 10 0.92 69.00 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(09MAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
A Active 50 MG 73/ 81 3/ 11 11 191.00 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(15APR2016) SUBJECT ACTI O\
(NO ACTION) /
Study Drug
C Active O 36/ 39 2/ 5 20. 42 73.50 MLD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(04MAR2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
C Active O 40/ 44 6/ 10 1.42 79.50 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(09VAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 40/ 47 6/ 13 0.92 153.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(12MAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are

at Screening

* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Med DRA i v19. Oi [

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

Page 20 of 98

St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
[
MJSCULOSKELETAL  Muscul oskel etal stiffness A Active 200 MG 42/ 43 8/ 9 3.83 31.00 MLD STUDY DRUG ACTI ON:
AND CONNECTI VE */ Resol ved (NO ACTI ON TAKEN)
Tl SSUE MUSCLE STI FFNESS (08MAR2016) SUBJECT ACTI ON:
DI SORDERS (NO ACTION) /
Study Drug
PSYCHI ATRI C I nsomi a*/ A Active 50 MG 37/ 44 3/ 10 3.83 172.00 M LD STUDY DRUG ACTI ON:
DI SORDERS I NSOWNI A Resol ved (NO ACTI ON TAKEN)
(09MAR2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
RENAL AND Dysuria*/ A Active 200 MG 41/ 41 71 7 0.83 2.00 MLD STUDY DRUG ACTI ON:
URI NARY DYSURI A Resol ved (NO ACTI ON TAKEN)
DI SORDERS (06MAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
. |
RESPI RATORY, O opharyngeal pain*/ C Active 0 74/ 82 4/ 12 5.75 185.00 M LD/ STUDY DRUG ACTI O\
THORACI C AND SORE THROAT Resol ved (NO ACTI ON TAKEN)
MEDI ASTI NAL (20MAY2016) SUBJECT ACTI ON:
DI SORDERS (NO ACTION) /
Cther illness-viral
infection
]

Age and wei ght are at Screening
* Treat nent - ener gent
** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1
++ Day relative to first day of each treatment period. First day of each treatnent period = day 1

[1 Values in brackets are inputed frominconplete dates
SAE = Serious Adverse Event (according to Investigators
Treatnent (Trt) columm gives study treatnent at tinme of

MVedDRA iv19A 0) coding dictionary applied.
Date of Reporting Dataset Creation:

and tines.
assessment) .
adverse event.

12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

I NFECTI ONS AND
| NFESTATI ONS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVOUS SYSTEM
DI SORDERS

PSYCHI ATRI C
DI SORDERS

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

Age and weight are
* Treat ment - emer gen
** Dose at onset of

Page 21 of 98

A0501104
Sertraline, B=Moxifloxacin, C=Placebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
| NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
Feel ing hot*/ A Active 200 MG 9/ 9 9/ 9 3.67 5.00 MLD STUDY DRUG ACTI ON:
WARM SENSATI ON ON FEET Resol ved (NO ACTI ON TAKEN)
(08MAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Nasopharyngi ti s/ Pre 0 -39/ -39/ -962. 33 128.00 M LD/ STUDY DRUG ACTI O\
COMWON COLD -34 -34 Resol ved (NO ACTI ON TAKEN)
(25JAN2016) SUBJECT ACTI ON:
(NO ACTION) /
Qther-viral infection
Miuscl e spasms*/ A Active 200 MG 9/ 15 9/ 15 3.67 163.00 M LD STUDY DRUG ACTI ON:
MJUSCULAR SPASMS Resol ved (NO ACTI ON TAKEN)
(14VAR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Di sturbance in attention* A Active 200 MG 8/ 12 8/ 12 10. 67 95.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
CONCENTRATI ON | MPAI RED (11MAR2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
I nsomi a*/ A Active 200 MG 8/ 10 8/ 10 1.67 31.00 MLD STUDY DRUG ACTI ON:
I NSOWNI A Resol ved (NO ACTI ON TAKEN)
(09VAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Hyper hi dr osi s*/ A Active 200 MG 9/ 17 9/ 17 9.67 193.00 M LD STUDY DRUG ACTI ON:
SWEATI NG FEET Resol ved (NO ACTI ON TAKEN)
(16MAR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
at Screening
t
adverse event.
First day of study treatment = day 1

+ Day relative to start of study treatment.

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

adverse event.

12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

A0501104

MedDRA (v19. 0)

B=Moxi f | oxaci n,

Page 22 of 98

System Organ Preferred Term

C ass | NVESTI GATOR ENTRY

SKI N AND Ski n haenorrhage*/
SUBCUTANEQUS BLEEDI NG ( CUTANECUS)
Tl SSUE

DI SORDERS
]
GASTRO NTESTI NA  Abdomi nal di sconfort*/
L DI SORDERS ABDOM NAL DI SCOMFORT
GENERAL Ast heni a*/

DI SORDERS AND FEELI NG WEAK

ADM NI STRATI ON
SI TE CONDI TI ONS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

Vessel puncture site pain
*/

VENI PUNCTURE SI TE PAI N

Miscl e spasns*/
MJUSCULAR SPASM

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 200 MG 13/ 16 13/ 16 11.17 58.50 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(15MAR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active O 4/ 12 4/ 12 0.83 185.75 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(11MAR2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
A Active 100 MG 41/ 48 5/ 12 0.67 173.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(16APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 400 M5 165/ 23/ 31 214. 25 192.00 M LD STUDY DRUG ACTI ON:
173 Resol ved (NO ACTI ON TAKEN)
(19AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
O her - veni puncture
B Active 400 MG 171/ 29/ 38 358. 25 215.00 M LD/ STUDY DRUG ACTI ON:
180 Resol ved (NO ACTI ON TAKEN)
(26AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.
+ Day relative to start of study treatnent.
++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessment).
Treatnment (Trt) columm gives study treatnment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)

Med DRA i v19. Oi C

First day of study treatnent = day 1
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19. 0)

Page 23 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 200 MG 46/ 48 10/ 12 2.83 62.83 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(16APR2016) SUBJECT ACTI ON:
(TREATMENT G VEN)/
Study Drug
A Active 200 MG 48/ 71 12/ 35 3.67 558.00 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(09MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
C Active 0 13/ 16 13/ 16 0.58 69.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(15MAR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 46/ 48 10/ 12 1.58 40.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(16APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 0 1/ 1 1/ 1 11.83 0.67 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29FEB2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

System Organ Preferred Term
C ass | NVESTI GATOR ENTRY
NERVOUS SYSTEM  Headache*/
DI SORDERS HEADACHE
PSYCHI ATRI C I nsomi a*/
DI SORDERS I NSOWNI A
Li bi do increased*/
| NCREASED LI BI DO
PSYCH ATRI C I nsomi a*/
DI SORDERS I NSOWI A
SKI N AND Eryt hema*/
SUBCUTANEQUS ERYTHEMA CHEST AREA
TI SSUE
DI SORDERS

Age and wei ght are

at Screening

* Treat nent - ener gent

** Dose at onset of

+ Day relative to start of study treatnent.

adverse event.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnent period = day 1
[1 Values in brackets are inputed frominconplete dates and times.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnent (Trt) columm gives study treatnent at tinme of adverse event.

MVedDRA iv19A 0) coding dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

GASTRO NTESTI NA
L DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Abdomi nal disconfort*/
ABDOM NAL DI SCOMFORT

Abdomi nal disconfort*/

STOVACH DI SCOVFORT

Di arr hoea*/
LOOSE STOOLS

Di arrhoea*/
WATERY STOOLS

Di arrhoea*/
WATERY STOOLS

Ast heni a*/
VEAKNESS

Page 24 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
B Active O 4/ 6 4/ 6 0.42 33.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(05MAR2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 50 MG 37/ 37 1/ 1 2.5 8.00 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(05APR2016)  SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
A Active 200 MG 46/ 47 10/ 11 2.67 30.83 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(15APR2016) SUBJECT ACTI O\
(NO ACTION) /
Study Drug
A Active 50 MG 37/ 37 1/ 1 2.5 8.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(05APR2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
C Active O 79/ 79 9/ 9 4.92 0.50 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(17NMAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 50 MG 37/ 37 1/ 1 2.5 8.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(05APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are

at Screening

* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Med DRA i v19. Oi [

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1 Page 25 of 98
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
GENERAL Vessel puncture site eryt B Active 0 77 77 10. 83 1.08 MLD STUDY DRUG ACTI ON:
DI SORDERS AND hema*/ Resol ved (NO ACTI ON TAKEN)
ADM NI STRATI ON  ERYTHEMA AT VENI PUNCTURE (06MAR2016)  SUBJECT ACTI ON:
SITE CONDITIONS  SITE (NO ACTION) /
I nj ecti on/ procedure
rel at ed- veni puncture
Vessel puncture site pain C Active 0 85/ 87 15/ 17 24.42 46.00 M LD/ STUDY DRUG ACTI O\
*/ Resol ved (NO ACTI ON TAKEN)
VENI PUNCTURE SI TE PAI N (25MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
O her-due to veni puncture
MUSCULCSKELETAL  Muscul oskel etal stiffness B Active 0 4/ 12 4/ 12 9.42 192.00 M LD STUDY DRUG ACTI ON:
AND CONNECTI VE */ Resol ved (NO ACTI ON TAKEN)
Tl SSUE STI FFNESS (11MAR2016) SUBJECT ACTI ON:
DI SORDERS (NO ACTION) /
St udy Drug
NERVOUS SYSTEM  Di zzi ness*/ A Active 100 MG 41/ 42 5/ 6 6 27.50 MLD STUDY DRUG ACTI ON:
DI SORDERS DI ZZI NESS Resol ved (NO ACTI ON TAKEN)
(10APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
PSYCHI ATRI C I nsomi a*/ A Active 100 MG 40/ 71 4/ 35 0.5 729.00 M LD STUDY DRUG ACTI ON:
DI SORDERS I NSOWNI A Resol ved (NO ACTI ON TAKEN)
(09MAY2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
Ner vousness*/ A Active 200 MG 45/ 46 9/ 10 5 28.50 MLD/ STUDY DRUG ACTI ON:
FEELI NG SHAKY - NO Resol ved (NO ACTI ON TAKEN)
TREMOR OBSERVED (14APR2016) SUBJECT ACTI O\
(NO ACTION) /
Study Drug

Age and wei ght are at Screening

* Treat nent - ener gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MVedDRA ivlg. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19. 0)

Page 26 of 98

System Organ Preferred Term
C ass | NVESTI GATOR ENTRY
RENAL AND Pol yuria*/
URI NARY POLYURI A
DI SORDERS
SKI N AND Eryt hena*/
SUBCUTANEQUS ERYTHEMA
TI SSUE
DI SORDERS
Hyper hi dr osi s*/
SVEATI NG
NERVOUS SYSTEM  Headache*/
DI SORDERS HEADACHE

10011019 (M 47(YEARS)/ WHI TE/ 80.1(kg))

EYE DI SORDERS

Vi sual inpairment*/

TROUBLE VI SI ON

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 200 MG 44/ 53 8/ 17 9.5 216.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(21APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 75/ 75 5/ 5 7.92 0.35 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(13MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
A Active 100 MG 41/ 71 5/ 35 6 723.50 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(09VAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 0 45/ 45 9/ 9 4.42 5.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(13APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 0 37/ 37 3/ 3 0.25 11.50 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(28VAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are
* Treat nent - ener gen
** Dose at onset of

+ Day relative to start of study treatnent.

at Screening
t
adverse event.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnent period = day 1
[1 Values in brackets are inputed frominconplete dates and times.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnent (Trt) columm gives study treatnent at tinme of adverse event.

MVedDRA iv19A 0) coding dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

GASTRO NTESTI NA
L DI SORDERS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Abdomi nal disconfort*/

HEAVY STOVACH

Abdonmi nal di stension*/
| NTERM TTENT BLOATI NG

Di arr hoea*/
DI ARRHEA

Di arr hoea/
DI ARRHEA

Di arrhoea*/
LOOSE STOOLS

Dry mout h*/
DRY MOUTH

Page 27 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
B Active 0 40/ 42 6/ 8 10. 75 48.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(02JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 6/ 9 6/ 9 9.42 74.00 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(30APR2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
B Active 400 MG 70/ 89 36/ 36 528. 25 0.50 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(19JUL2016) SUBJECT ACTI ON:
( TREATMENT G VEN) /
Study Drug
A Active 1/ 20 467.00 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(19JUL2016) SUBJECT ACTI O\
( TREATMENT G VEN) /
Study Drug
C Active O 17/ 35 17/ 35 68. 42 434.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(26MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 79/ 89 10/ 20 11 240.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(19JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

A0501104

B=Moxi f | oxaci n,

Page 28 of 98

System Organ
C ass

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

(Hrs)

SEVERI TY/
Qut comre

ACTI OV
Causal ity

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

I NFECTI ONS AND
| NFESTATI ONS

Application site erythema

*/
ERYTHEMA AT ECG
ELECTRODE SI TES

Application site erythema

*/
ERYTHEMA AT ECG
ELECTRODE SI TES

Fat i gue*/
FATI GUE

Fati gue*/
FATI GUE

Vessel puncture site eryt

hema*/

VENI PUNCTURE SI TE REDNESS

Fungal infection*/
MYCOTI C | NFECTI ON

C=Pl acebo
Tr eat nent
Trt
Trt Phase Dose**
B Active 0
B Active 0
B Active 0
A Active 100 MG
A Active 200 MG
C Active O

48/

35/

73/

83/

49

48

85

85

9/ 16

14/ 15

1/ 14

4/ 16

14/ 16

9/ 16

10.75

10

11. 42

27.00

305. 00

289. 00

41.00

155. 00

M LD/
Resol ved
(28MAY2016)

M LD/
Resol ved
(09JUN2016)

M LD
Resol ved
(08JUN2016)

M LD/
Resol ved
(15JUL2016)

M LD/
Resol ved
(15JUL2016)

MODERATE/
Resol ved
(07MAY2016)

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Q her-due to ecg el ectrode

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Cther-due to ecg el ectrode

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

O her - veni puncture
STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(TREATMENT G VEN)/

O her illness-nycotic

infection

Age and wei ght are at Screening
* Treat nent - ener gent
** Dose at onset of adverse event.

+ Day relative to start of study treatnent.

First day of study treatnment

= day 1

++ Day relative to first day of each treatment period. First day of each treatnment period

[] Values in brackets are inputed frominconplete dates

SAE = Serious Adverse Event (according to Investigators

Treatnment (Trt) columm gives study treatment at tine of
odi ng dictionary applied.

Date of Reporting Dataset Creation:

MedDRA i v19. Oi C

and tines.
assessnent) .
adverse event.

12SEP2016

Date of Table Generation:

Page 28

day 1

17SEP2016 (21: 58)



Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertraline,

B=Moxi f | oxaci n,

Page 29 of 98

System Organ
C ass

I NFECTI ONS AND
| NFESTATI ONS

MUSCUL OSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVQUS SYSTEM
DI SORDERS

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Nasopharyngi ti s*/
COWON COLD

Miscl e spasns*/
MUSCULAR SPASM

Di sturbance in attention*
/
CONCENTRATI ON | MPAI RVENT

Di sturbance in attention*
/

DI FFI CULT TO CONCENTRATE
Head di sconfort*/

I NTERM TTENT PRESSURE | N
HEAD

Headache*/
HEADACHE

C=Pl acebo
Tr eat nent
Trt
Trt Phase Dose**

A Active

200 MG

C Active 0

B Active O

C Active O

A Active 200 MG

78/ 88

13/ 14

36/ 48

6/ 11

79/ 80

9/ 19

13/ 14

2/ 14

6/ 11

10/ 11

10. 42

(Hrs)

255.

24.

286.

107.

22.

00

00

00

00

50

SEVERI TY/
Qut comre

M LD/
Resol ved
(03JUN2016)

M LD/
Resol ved
(18JUL2016)

M LD
Resol ved
(05NMAY2016)

M LD/
Resol ved
(08JUN2016)

M LD/
Resol ved
(02MAY2016)

MODERATE/
Resol ved
(10JUL2016)

ACTI OV
Causal ity

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Cther-viral infection
STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

St udy Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(TREATMENT G VEN)/
Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of
+ Day relative to s

at Screening

t

adverse event.

tart of study treatnent.

First day of study treatnent

= day 1

++ Day relative to first day of each treatment period. First day of each treatment period
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

adverse event.

12SEP2016

Date of Table Generation:

Page 29

day 1

17SEP2016 (21: 58)



Table 16.2.7.1 Page 30 of 98
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity SAE
SKI'N AND Acne*/ A Active 200 MG 81/ 86 12/ 17 0 119.00 M LD/ STUDY DRUG ACTI ON: NO
SUBCUTANEQUS ACNE FACE Resol ved (NO ACTI ON TAKEN)
Tl SSUE (16JUL2016) SUBJECT ACTI ON:
DI SORDERS (NO ACTION) /
Study Drug
Dry skin*/ B Active 400 MG 48/ 54 14/ 20 3.75 140.00 M LD/ STUDY DRUG ACTI O\ NO
DRY SKI N FACE Resol ved (NO ACTI ON TAKEN)
(14JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
Ni ght sweats*/ A Active 200 MG 79/ 96 10/ 27 10 410.00 M LD/ STUDY DRUG ACTI ON: NO
NI GHT SVEATI NG Resol ved (NO ACTI ON TAKEN)
(26JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
VASCULAR Hot flush*/ B Active O 41/ 84 7/ 36 8.75 688.00 M LD STUDY DRUG ACTI ON: NO
DI SORDERS | NTERM TTENT HOT FLUSH Resol ved (NO ACTI ON TAKEN)
(14JUL2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
Hot flush/ A Active 1/ 15 334.00 M LD STUDY DRUG ACTI ON: NO
I NTERM TTENT HOT FLUSH Resol ved (NO ACTI ON TAKEN)
(14JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

N (V' 53(YEARS)/ WHITE/ 90.5(kg))

Age and wei ght are at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

A0501104

Page 31 of 98

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
GASTRO NTESTI NA  Abdomi nal di sconfort*/ C Active 0 721 72 3/ 3 0.92 2.00 MLD STUDY DRUG ACTI ON:
L DI SORDERS STOVACH DI SCOMFORT Resol ved (NO ACTI ON TAKEN)
(02JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Dry nout h*/ B Active 0 35/ 48 1/ 14 1.67 309.00 M LD STUDY DRUG ACTI O\
DRY MOUTH Resol ved (NO ACTI ON TAKEN)
(08JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
GENERAL Application site erythema B Active 0 35/ 35 1/ 1 1.67 1.75 MLD STUDY DRUG ACTI O\
DI SORDERS AND */ Resol ved (NO ACTI ON TAKEN)
ADM NI STRATI ON ERYTHEMA AT ECG (26MAY2016) SUBJECT ACTI ON:
SI TE CONDI TI ONS ELECTRODE SI TES (NO ACTION) /
Cther-due to ecg el ectrode
| NVESTI GATIONS Wi ght decreased*/ B Active O 47/ 48 13/ 14 11. 67 23.00 MLD STUDY DRUG ACTI ON:
WEI GHT DECREASE Resol ved (NO ACTI ON TAKEN)
(08JUN2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
NERVOUS SYSTEM  Headache*/ B Active O 38/ 38 4/ 4 3.67 2.00 MLD STUDY DRUG ACTI ON:
DI SORDERS HEADACHE Resol ved (NO ACTI ON TAKEN)
(29VAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Headache*/ (03 Active 0 71/ 72 2/ 3 1.92 21.00 M LD STUDY DRUG ACTI O\
HEADACHE Resol ved (NO ACTI ON TAKEN)
(02JUL2016) SUBJECT ACTI ON:

(NO ACTION) /
Study Drug

Age and wei ght are at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ Preferred Term
C ass | NVESTI GATOR ENTRY

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19. 0)

Page 32 of 98

GASTRO NTESTI NA
L DI SORDERS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVOUS SYSTEM
DI SORDERS

RESPI RATCRY,
THORACI C AND
MEDI ASTI NAL
DI SORDERS

Abdonmi nal pai n*/
ABDOM NAL PAI N

Arthral gi a*/
PAI'N BOTH KNEES

Headache*/
HEADACHE

Headache*/
HEADACHE

Dysphoni a*/
CHANGE I N VO CE

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
C Active 0 42/ 45 7/ 10 11 68.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(22JUN2016) SUBJECT ACTI O\
(NO ACTION) /
Study Drug
C Active O 47/ 47 12/ 12 2 1.25 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(24JUN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
A Active 100 MG 5/ 6 5/ 6 10. 25 25.00 MLD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(14NAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 0 80/ 86 10/ 16 0 134.50 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(02AUG2016) SUBJECT ACTI ON:
(TREATMENT G VEN)/
Study Drug
A Active 200 MG 26/ 37 26/ 36 287. 25 241.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(14JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are
* Treat ment - emrer gen
** Dose at onset of

+ Day relative to start of study treatnent.

at Screening
t
adverse event.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1 Page 33 of 98
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity SAE
RESPI RATCRY, Dysphoni a/ C Active 1/ 2 22.00 MLD STUDY DRUG ACTI ON: NO
THORACI C AND CHANGE | N VO CE Resol ved (NO ACTI ON TAKEN)
MEDI ASTI NAL (14JUN2016) SUBJECT ACTI ON:
DI SORDERS (NO ACTION) /
Study Drug
O opharyngeal pain*/ B Active 0 82/ 86 12/ 16 10 100.50 M LD/ STUDY DRUG ACTI O\ NO
THROAT PAIN Resol ved (NO ACTI ON TAKEN)
(02AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
SKI N AND Acne*/ B Active 0 75/ 80 5/ 10 0 118.00 M LD/ STUDY DRUG ACTI O\ NO
SUBCUTANEQUS ACNE Resol ved (NO ACTI ON TAKEN)
Tl SSUE (27JUL2016) SUBJECT ACTI O\
DI SORDERS (NO ACTION) /
Study Drug
Intertrigo*/ B Active O 81/ 93 11/ 23 11 275.00 MODERATE/ STUDY DRUG ACTI ON: NO
| NTERTRI GO Resol ved (NO ACTI ON TAKEN)
(09AUG2016) SUBJECT ACTI ON:
( TREATMENT G VEN) /
Ct her-nycotic infection
Seborrhoea*/ C Active O 40/ 55 5/ 20 6 353.00 M LD STUDY DRUG ACTI ON: NO
ALY SKIN Resol ved (NO ACTI ON TAKEN)
(02JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

METABOLI SM AND
NUTRI TI ON
DI SORDERS

MUSCUL OSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVQUS SYSTEM
DI SORDERS

PSYCHI ATRI C
DI SORDERS

RESPI RATCRY,
THORACI C AND
MEDI ASTI NAL
DI SORDERS

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

A0501104

Sertraline,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Decreased appetite*/
DECREASED APPETI TE

Neck pai n*/
NECK PAI N

Headache*/
HEADACHE

I nsomi a*/
1| NSOWNI A

Cough*/

Hyper hi dr osi s*/
SVEATI NG

B=Moxi f | oxaci n,

Page 34 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 100 MG 40/ 48 5/ 13 2.92 187.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(25JUN2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 11/ 11 11/ 11 5.17 2.00 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(19MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
C Active 0 8/ 8 8/ 8 2.17 4.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(16MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 MG 40/ 51 5/ 16 3.92 270.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(28JUN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
A Active 200 MG 65/ 71 30/ 36 394.92 140.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(18JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Cther-viral infection
A Active 200 MG 44/ 52 9/ 17 1.92 176.00 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(29JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are

at Screening

* Treat ment - emer gent

** Dose at onset of

+ Day relative to start of study treatment.

adverse event.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation:

12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

A0501104

B=Moxi f | oxaci n,

Page 35 of 98

MedDRA (v19. 0)

C=Pl acebo
Tr eat nent
Trt
Trt Phase Dose**

A Active 50 MG

System Organ Preferred Term

C ass | NVESTI GATOR ENTRY

CARDI AC Atrioventricular block fi
DI SORDERS rst degree*/

GASTRO NTESTI NA
L DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

I NTERM TTENT FI RST
DEGREE AV BLOCK

Dry nmout h*/
DRY MOUTH

Fati gue*/
FATI GUE

Fati gue*/
FATI GUE

Hunger */
FEELI NG OF HUNGER

A Active

100 MG

B Active O

A Active

200 MG

B Active 0

35/ 35

38/ 38

1/ 1

47/ 54

7/ 10

13/ 20

7/ 10

11.58

10.75

Duration
(Hrs)

10.

85.

.00

.50

17

.00

50

SEVERI TY/
Qut comre

M LD
Resol ved
(26NMAY2016)

M LD/
Resol ved
(29NMAY2016)

M LD/
Resol ved
(22APR2016)

M LD/
Resol ved
(14JUN2016)

M LD/
Resol ved
(01MAY2016)

ACTI OV
Causal ity

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

Age and wei ght are at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent.
++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatment at tine of

odi ng dictionary applied.

Med DRA i v19. Oi C

Date of Reporting Dataset Creation:

adverse event.

12SEP2016

First day of study treatnent = day 1

Date of Table Generation:

Page 35

17SEP2016 (21:58)



Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertraline,

B=Moxi f | oxaci n,

Page 36 of 98

System Organ
C ass

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

ACTI OV
Causal ity

RESPI RATCRY,
THORACI C AND
MEDI ASTI NAL
DI SORDERS

Dry throat*/
DRY THROAT

EYE DI SORDERS

GASTRO NTESTI NA
L DI SORDERS

Vi sual i npairnent*/
VI SI ON TROUBLE

Di arrhoea*/
LOOSE STOOLS

Dyspepsi a*/
| NTERM TTENT PYROCSI S

Gast rooesophageal refl ux
di sease*/

GASTROESOPHAGEAL  REFLUX

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone
B Active O 2/ 2 2/ 2 23.17 14.00 M LD
Resol ved
(23APR2016)
A Active 100 MG 74/ 79 5/ 10 9.75 124.00 M LD
Resol ved
(09JUL2016)
B Active 400 MG 15/ 35 15/ 35 36.17 466.00 M LD/
Resol ved
(26MAY2016)
B Active 0 2/ 15 2/ 15 0.88 309.20 M LD/
Resol ved
(06MAY2016)
C Active 0 38/ 38 4/ 4 1 2.50 MLD
Resol ved
(29MAY2016)

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

Age and wei ght are
* Treat ment - emer gen
** Dose at onset of
+ Day relative to s

at Screening

t

adverse event.

tart of study treatment.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1

[1 Values in brackets are inputed frominconplete dates
SAE = Serious Adverse Event (according to Investigators
Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

and tines.
assessnent) .
adverse event.
12SEP2016

Date of Table Generation: 17SEP2016 (21:58)

Page 36



Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

GASTRO NTESTI NA
L DI SORDERS

METABOLI SM AND
NUTRI TI ON
DI SORDERS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVQUS SYSTEM
DI SORDERS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Gastrooesophageal refl ux
di sease*/

| NTERM TTENT
GASTROESOPHAGEAL REFLUX

Vomi ting*/
VOM TI NG

Decr eased appetite*/
| NAPPETENCE

Li mb disconfort*/
HEAVY SENSATI ON THI GHS

Muscl e spasns*/
MUSCULAR SPASM

Headache*/
| NTERM TTENT HEADACHE

Page 37 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
C Active 0 43/ 48 9/ 14 0.5 118.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(08JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 44/ 44 10/ 10 5.5 0.25 MODERATE/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(04JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
C Active 0 44/ 50 10/ 16 10.5 144.00 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(10JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 78/ 79 9/ 10 9.75 28.00 MLD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(09JUL2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
A Active 50 MG 72/ 85 3/ 16 4.75 306.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(15JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 44/ 82 10/ 36 11 625.75 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(12JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are

at Screening

* Treat ment - emer gent
** Dose at onset of adverse event.
+ Day relative to start of study treatment.
++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).
Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)

Med DRA i v19. Oi [

First day of study treatment = day 1
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

A0501104

Sertraline,

MedDRA (v19. 0)

Preferred Term
| NVESTI GATOR ENTRY

B=Moxi f | oxaci n,

Page 38 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
NERVOUS SYSTEM  Headache/ A Active 1/ 13 287.75 MLD STUDY DRUG ACTI ON:
DI SORDERS | NTERM TTENT HEADACHE Resol ved (NO ACTI ON TAKEN)
(12JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
PSYCHI ATRI C I nsomi a*/ A Active 200 MG 77/ 80 8/ 11 5.75 81.50 MLD STUDY DRUG ACTI O\
DI SORDERS I NSOWNI A Resol ved (NO ACTI ON TAKEN)
(10JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
VASCULAR Hot flush*/ B Active 0 1/ 84 1/ 35 12.08 803.50 M LD STUDY DRUG ACTI ON:
DI SORDERS | NTERM TTENT HOT FLUSH Resol ved (NO ACTI ON TAKEN)
(14JUL2016) SUBJECT ACTI O\
(NO ACTION) /
Study Drug
Hot flush/ C Active 1/ 36 840.75 M LD STUDY DRUG ACTI ON:
| NTERM TTENT HOT FLUSH Resol ved (NO ACTI ON TAKEN)
(14JUL2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
Hot flush/ A Active 1/ 15 333.75 MLD STUDY DRUG ACTI ON:
I NTERM TTENT HOT FLUSH Resol ved (NO ACTI ON TAKEN)
. |

(14JUL2016) SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

Age and wei ght are

at Screening

* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatnent.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatment at tine of

odi ng dictionary applied.

Med DRA i v19. Oi C

Date of Reporting Dataset Creation:

adverse event.

12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

System Organ
C ass

EYE DI SORDERS

GASTRO NTESTI NA
L DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

A0501104

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Phot ophobi a*/

Bl LATERAL EYES SENSI Tl VE

TO LI GHT

Vi sual inpairment*/
VI SI ON TROUBLE

Abdonmi nal di stension*/
| NTERM TTENT BLOATI NG

Abdomi nal di stension/
| NTERM TTENT BLOATI NG

Fl at ul ence*/
FLATULENCE

Feel ing col d*/
COLD FEELI NG

B=Moxi f | oxaci n,

Page 39 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
C Active 0 47/ 50 13/ 16 10. 42 73.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(10JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 MG 74/ 76 5/ 7 9.67 48.00 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(06JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
B Active 0 1/ 51 1/ 35 11 804.58 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(11JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 1/ 17 392.42 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(11JUN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
B Active O 2/ 16 2/ 16 6 328.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(07MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 M5 74/ 82 5/ 13 9.67 194.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(12JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Med DRA i v19. Oi [

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertraline,

B=Moxi f | oxaci n,

Page 40 of 98

System Organ
C ass

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

(Hrs)

SEVERI TY/
Qut comre

ACTI OV
Causal ity

I NFECTI ONS AND
| NFESTATI ONS

I NVESTI GATI ONS

MUSCUL OSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVOUS SYSTEM
DI SORDERS

Hor deol unt/
STYE

Wi ght decreased*/
WEI GHT LCSS

Miscl e spasns*/
MUSCULAR SPASM

Mal gi a*/
| NTERM TTENT MUSCLE PAI N

Mal gi a/
| NTERM TTENT MUSCLE PAI N

Di zzi ness*/
| NTERM TTENT
LI GHTHEADNESS

C=Pl acebo
Tr eat nent
Trt
Trt Phase Dose**
B Active 400 MG
A Active 200 MG

A Active 50 MG

B Active 0

C Active

A Active 200 MG

78/ 82

72/ 84

5/ 50

76/ 82

9/

3/

5/

1/

7/

13

15

35

16

13

11

98. 00

291.00

720.58

358. 42

146. 00

M LD/
Resol ved
(07MAY2016)

M LD/
Resol ved
(12JUL2016)

M LD/
Resol ved
(14JUL2016)

MODERATE/
Resol ved
(10JUN2016)

MODERATE/
Resol ved
(10JUN2016)

M LD/
Resol ved
(12JUL2016)

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:

(NO ACTION) /
Cther illness-bacterial
infection

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

St udy Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\

( TREATMENT G VEN) /
Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:

( TREATMENT G VEN) /
Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

Age and weight are
* Treat ment - energen
** Dose at onset of
+ Day relative to s

at Screening
t
adverse event.
tart of study treatnent.

First day of study treatnment
++ Day relative to first day of each treatment period. First day of each treatnment period

[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

adverse event.

12SEP2016

= day 1

Page 40

Date of Table Generation:

day 1

17SEP2016 (21: 58)



Table 16.2.7.1
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment Group: A=Sertraline, B=Mxifloxacin,

MedDRA (v19.0)
System Organ Preferred Term
C ass | NVESTI GATOR ENTRY

NERVQUS SYSTEM  Trenor */
DI SORDERS HANDS TREMOR

Page 41 of 98

EYE DI SORDERS Vi sual i npairnent*/
VI SI ON TROUBLE

GASTRO NTESTI NA  Abdomi nal pai n*/
L DI SORDERS ABDOM NAL PAI N

Di arr hoea*/
LOOSE STOOLS

Fl at ul ence*/
FLATULENCE

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 200 MG 82/ 84 13/ 15 1.67 44.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(14JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 12/ 15 12/ 15 10 72.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(06MAY2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
A Active 200 MG 13/ 13 13/ 13 7 7.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(04MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 M5 6/ 8 6/ 8 10 61.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 0 37/ 40 3/ 6 11. 33 71.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(31MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

GASTRO NTESTI NA
L DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Gastrointestinal sounds a
bnor nal */
BORBORYGM

Nausea*/
NAUSEA

Vomi ting*/
VOM TI NG

Chest disconfort*/
CHEST DI SCOVFORT

Fati gue*/
| NTERM TTENT FATI GUE

Back pain*/
BACK PAIN

Page 42 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 200 MG 71 8 71 8 10 24.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 50 MG 1/ 3 1/ 3 14. 42 38.50 MODERATE/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(24APR2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
A Active 50 MG 2/ 2 2/ 2 15.92 0.08 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(23APR2016) SUBJECT ACTI O\
(NO ACTION) /
Study Drug
C Active O 82/ 85 13/ 16 9.5 72.08 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(15JUL2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
A Active 200 MG 9/ 16 9/ 16 10.5 155.50 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(07MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 0 35/ 38 1/ 4 7.33 66.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29VMAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are

at Screening

* Treat ment - emer gent
** Dose at onset of adverse event.
+ Day relative to start of study treatment.
++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).
Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)

Med DRA i v19. Oi [

First day of study treatment = day 1
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVQUS SYSTEM
DI SORDERS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Miscl e spasns*/
I NTERM TTENT MUSCULAR
CRAMPS

Pain in extrem ty*/
| NTERM TTENT LEG PAI N

Headache*/
HEADACHE

Headache*/
HEADACHE

Headache*/
| NTERM TTENT HEADACHE

Headache*/
| NTERM TTENT HEADACHE

Page 43 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 200 MG 13/ 16 13/ 16 5 65.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(07MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 72/ 74 3/ 5 11.33 46.25 M LD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(04JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
A Active 50 MG 2/ 4 2/ 4 15.92 65.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(25APR2016) SUBJECT ACTI O\
(NO ACTION) /
Study Drug
A Active 200 MG 77 77 3 8.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(28APR2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
A Active 200 MG 11/ 14 11/ 14 7.5 62.50 MLD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(05MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 0 35/ 38 1/ 4 7.33 65.50 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29VMAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are

at Screening

* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.

Med DRA i v19. Oi [

Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

NERVOUS SYSTEM
DI SORDERS

PSYCHI ATRI C
DI SORDERS

Age and weight are
* Treat ment - emer gen
** Dose at onset of

Page 44 of 98

A0501104
Sertraline, B=Moxifloxacin, C=Placebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
| NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
Headache*/ B Active 0 44/ 48 10/ 14 5.83 88.50 M LD STUDY DRUG ACTI ON:
| NTERM TTENT HEADACHE Resol ved (NO ACTI ON TAKEN)
(08JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Headache*/ C Active 0 70/ 74 1/ 5 5.58 88.00 MLD STUDY DRUG ACTI O\
| NTERM TTENT HEADACHE Resol ved (NO ACTI ON TAKEN)
(04JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
Poor quality sleep*/ B Active 0 44/ 48 10/ 14 11.33 95.00 MLD STUDY DRUG ACTI O\
NOT SLEEPI NG WELL Resol ved (NO ACTI ON TAKEN)
(08JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Sommol ence*/ C Active O 84/ 85 15/ 16 35.58 10.00 M LD STUDY DRUG ACTI ON:
SLEEPI NESS Resol ved (NO ACTI ON TAKEN)
(15JUL2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
Trenor*/ A Active 200 MG 9/ 13 9/ 13 4 90.00 MLD/ STUDY DRUG ACTI ON:
LEG TREMOR Resol ved (NO ACTI ON TAKEN)
(04MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
I nsomi a*/ B Active 400 M5 55/ 74 21/ 36 180. 33 348.42 M LD STUDY DRUG ACTI ON:
I NSOWI A Resol ved (NO ACTI ON TAKEN)
(04JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
at Screening
t
adverse event.
First day of study treatment = day 1

+ Day relative to start of study treatment.

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation:

adverse event.

12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

PSYCHI ATRI C
DI SORDERS

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

Age and weight are

* Treat ment - emer gent

** Dose at onset of

Page 45 of 98

A0501104
Sertraline, B=Moxifloxacin, C=Placebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
| NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
I nsomi a/ C Active 1/ 5 93.58 M LD STUDY DRUG ACTI ON:
I NSOWNI A Resol ved (NO ACTI ON TAKEN)
(04JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Ner vousness*/ B Active 400 MG 55/ 74 21/ 36 167. 33 361.42 M LD STUDY DRUG ACTI O\
NERVCSI TY Resol ved (NO ACTI ON TAKEN)
(04JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
Ner vousness/ C Active 1/ 5 93.58 M LD STUDY DRUG ACTI ON:
NERVCSI TY Resol ved (NO ACTI ON TAKEN)
(04JUL2016) SUBJECT ACTI O\
(NO ACTION) /
Study Drug
Ni ght mar e*/ B Active O 46/ 46 12/ 12 5.33 2.50 MLD STUDY DRUG ACTI ON:
NI GHTMARE Resol ved (NO ACTI ON TAKEN)
(06JUN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
Hyper hi drosi s*/ A Active 200 MG 10/ 42 10/ 35 10 601.67 M LD STUDY DRUG ACTI ON:
| NTERM TTENT SWEATI NG Resol ved (NO ACTI ON TAKEN)
(02JUN2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Hyper hi dr osi s/ B Active 1/ 8 171.33 M LD STUDY DRUG ACTI ON:
| NTERM TTENT SWEATI NG Resol ved (NO ACTI ON TAKEN)
(02JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
at Screening
adverse event.
First day of study treatment = day 1

+ Day relative to start of study treatment.

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation:

adverse event.

12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

System Organ
C ass

B=Moxi f | oxaci n,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Page 46 of 98

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

NERVOUS SYSTEM
DI SORDERS

I NTERM TTENT FATI GUE

GASTRO NTESTI NA  Abdomi nal

L DI SORDERS

STOVACH DI SCOVFORT

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
B Active 0 77 77 77 10. 83 1.00 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(24JUL2016) SUBJECT ACTI O\
(NO ACTION) /
Study Drug
A Active 50 MG 38/ 46 3/ 11 5.83 185.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(23JUN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
A Active 200 MG 42/ 43 7/ 8 10.83 26.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(20JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 44/ 45 9/ 10 9.83 33.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(22JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 75/ 79 6/ 10 0.5 97.00 MLD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(09JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening

* Treat nent - ener gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnent period = day 1
[1 Values in brackets are inputed frominconplete dates and times.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnent (Trt) columm gives study treatnent at tinme of adverse event.

dDRA (v19.0) coding dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)

E—
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

System Organ
C ass

GASTRO NTESTI NA
L DI SORDERS

A0501104

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Abdonmi nal pai n*/
ABDOM NAL PAI N

Const i pation*/
CONSTI PATI ON

Dyspepsi a*/
PYRCSI S

Gastrointestinal sounds a

bnor mal */
BORBORYGM

Nausea*/
NAUSEA

B=Moxi f | oxaci n,

Page 47 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 50 MG 36/ 49 2/ 15 3.25 308.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(09JUN2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 0 8/ 15 8/ 15 9.92 168.00 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(06MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
B Active 0 8/ 17 8/ 17 9.92 216.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(08VAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active O 77 77 9.92 1.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(28APR2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
A Active 50 MG 36/ 37 2/ 3 1.25 31.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(28VAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 50 MG 37/ 61 3/ 27 2.25 577.00 M LD/ STUDY DRUG ACTI ON:

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

Fati gue*/
FATI GUE

Resol ved (NO ACTI ON TAKEN)

(21JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Med DRA i v19. Oi [

Date of Table Generation: 17SEP2016 (21:58)

Page 47



Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

I NFECTI ONS AND
| NFESTATI ONS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVOUS SYSTEM
DI SORDERS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term

| NVESTI GATOR ENTRY
G ngivitis*/
GANAVITIS

Nasopharyngi ti s*/
COMWON COLD

Muscul ar weakness*/

I NTERM TTENT MUSCLE

WEAKNESS

Di sturbance in attention*

CONCENTRATI ON | MPAI RVENT

Headache*/
HEADACHE

Headache*/
HEADACHE
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C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
B Active 400 MG 15/ 17 15/ 17 21.92 48.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(08MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 70/ 72 1/ 3 7.75 50.75 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(02JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Qther-viral infection
A Active 50 MG 36/ 46 2/ 12 0.25 238.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(06JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active O 2/ 14 2/ 14 1.75 287.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(05MAY2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
B Active O 2/ 2 2/ 2 1.75 6.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(23APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 0 7/ 10 7/ 10 1.92 69.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(01MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

NERVOUS SYSTEM
DI SORDERS

PSYCHI ATRI C
DI SORDERS

RESPI RATCRY,
THORACI C AND
MEDI ASTI NAL
DI SORDERS

Age and weight are
* Treat ment - emer gen
** Dose at onset of
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A0501104
Sertraline, B=Moxifloxacin, C=Placebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
| NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
Headache*/ B Active 0 13/ 14 13/ 14 0.92 21.00 MLD STUDY DRUG ACTI ON:
HEADACHE Resol ved (NO ACTI ON TAKEN)
(05MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Headache*/ A Active 200 MG 49/ 49 15/ 15 25.25 10.00 M LD STUDY DRUG ACTI O\
HEADACHE Resol ved (NO ACTI ON TAKEN)
(09JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
Headache*/ A Active 50 MG 35/ 38 1/ 4 7.25 66.00 M LD/ STUDY DRUG ACTI ON:
| NTERM TTENT HEADACHE Resol ved (NO ACTI ON TAKEN)
(29VAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Trenor*/ A Active 50 MG 36/ 49 2/ 15 0.25 323.00 M LD STUDY DRUG ACTI ON:
TREMOR BOTH HANDS Resol ved (NO ACTI ON TAKEN)
(09JUN2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
Affect lability*/ A Active 50 MG 37/ 61 3/ 27 11.25 568.00 M LD STUDY DRUG ACTI ON:
EMOTI ONAL LABI LI TY Resol ved (NO ACTI ON TAKEN)
(21JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Oropharyngeal pain*/ B Active 400 MG 35/ 38 35/ 35 501. 92 1.75 MLD STUDY DRUG ACTI ON:
SORE THROAT Resol ved (NO ACTI ON TAKEN)
(29VMAY2016) SUBJECT ACTI ON:
(NO ACTION) /
O her-air conditioning
at Screening
t
adverse event.
First day of study treatment = day 1

+ Day relative to start of study treatment.

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation:

adverse event.

12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo
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SEVERI TY/
Qut comre

ACTI OV
Causal ity

Tr eat nent
MedDRA (v19.0) e
System Organ Preferred Term Trt
C ass I NVESTI GATOR ENTRY Trt Phase Dose**
RESPI RATORY, O opharyngeal pain/ A Active
THORACI C AND SORE THROAT
MEDI ASTI NAL
DI SORDERS
]
GASTRO NTESTI NA  Abdomi nal di sconfort*/ C Active O
L DI SORDERS HEAVY STOVACH
Abdonmi nal pai n*/ C Active 0
ABDOM NAL PAI N
Fl at ul ence*/ C Active O
FLATULENCE
G ngi val bl eedi ng*/ B Active 0

I NTERM TTENT GUM BLEEDI NG

4/ 4

9/ 9

8/ 9

36/ 38

4/ 4

9/ 9

8/ 9

1/ 3

Peri od
Tine
Post
Dose Duration
(Hrs) (Hrs)
78.25
10.5 1.50
6 1.00
2 2.00
12. 25 34.50

M LD/
Resol ved
(29MAY2016)

M LD/
Resol ved
(12NMAY2016)

M LD/
Resol ved
(17MAY2016)

M LD/
Resol ved
(17MAY2016)

M LD/
Resol ved
(15JUN2016)

STUDY DRUG ACTI O\

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Q her-air conditioning

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

STUDY DRUG ACTI O\

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation:

Page 50

17SEP2016 (21:58)



Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnment Group: A=Sertraline,

A0501104

B=Moxi f | oxaci n,
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System Organ
C ass

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

(Hrs)

SEVERI TY/
Qut comre

ACTI OV
Causal ity

GASTRO NTESTI NA
L DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVOUS SYSTEM
DI SORDERS

Nausea*/
NAUSEA

Fati gue*/
FATI GUE

Miscl e spasns*/
MUSCULAR CRAMPS | N LEGS

Muscl e spasns*/
MUSCULAR SPASM

Head di sconfort*/
PRESSURE | N HEAD

Headache*/
HEADACHE

C=Pl acebo
Tr eat nent
Trt

Trt Phase Dose**
A Active 100 MG
A Active 50 MG
C Active 0

A Active 200 MG
A Active 200 MG
B Active O

73/

13/

79/

79/

36/

87

22

83

81

37

3/ 17

13/ 22

9/ 13

9/ 11

7.75

7.75

12.75

331.00

204. 00

98. 00

61.00

M LD/
Resol ved
(27JUL2016)

M LD/
Resol ved
(03AUG2016)

M LD
Resol ved
(30MAY2016)

M LD/
Resol ved
(30JUL2016)

M LD/
Resol ved
(28JUL2016)

M LD/
Resol ved
(14JUN2016)

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

St udy Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

Age and weight are

at Screening

* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatnent

= day 1

++ Day relative to first day of each treatment period. First day of each treatment period

[1 Values in brackets are inputed frominconplete dates
SAE = Serious Adverse Event (according to Investigators
Treatnment (Trt) columm gives study treatment at tine of

odi ng dictionary applied.

Med DRA i v19. Oi [

Date of Reporting Dataset Creation:

and tinmes.
assessnent) .
adverse event.

12SEP2016

Date of Table Generation:

Page 51
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

NERVOUS SYSTEM
DI SORDERS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Headache*/
HEADACHE

Par aest hesi a*/

PARESTHESI A FI NGERS

Restl ess | egs syndrome*/

RESTLESS LEGS

Rest| ess | egs syndrome*/

RESTLESS LEGS

Sommol ence*/
SLEEPI NESS

Trenor*/
LEFT HAND TREMOR
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C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 200 MG 76/ 76 6/ 6 0.25 1.50 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(23JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 77/ 81 71 11 4.75 102.00 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(28JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
B Active 0 36/ 48 1/ 13 2.75 283.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(25JUN2016) SUBJECT ACTI O\
(NO ACTION) /
Study Drug
B Active 400 M5 50/ 52 15/ 17 23.75 46.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29JUN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
C Active O 6/ 10 6/ 10 11 96.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(18MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 82/ 84 12/ 14 5.75 40.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(31JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

NERVOUS SYSTEM
DI SORDERS

PSYCH ATRI C
DI SORDERS

RESPI RATCRY,
THORACI C AND
MEDI ASTI NAL
DI SORDERS

Age and weight are
* Treat ment - emer gen
** Dose at onset of
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A0501104
Sertraline, B=Moxifloxacin, C=Placebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
| NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
Trenor*/ C Active 0 5/ 11 5/ 11 11 158.00 M LD/ STUDY DRUG ACTI ON:
TREMOR LEGS Resol ved (NO ACTI ON TAKEN)
(19MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
I nsomi a*/ A Active 50 MG 72/ 83 2/ 13 10. 75 251.00 M LD STUDY DRUG ACTI O\
| NTERM TTENT | NSOWNI A Resol ved (NO ACTI ON TAKEN)
(30JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
Li bi do decreased*/ A Active 200 MG 86/ 87 16/ 17 46.75 38.00 MLD STUDY DRUG ACTI ON:
DECREASED LI BI DO Resol ved (NO ACTI ON TAKEN)
(03AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Cough*/ A Active 200 MG 85/ 86 15/ 16 22.75 27.50 MLD/ STUDY DRUG ACTI ON:
CoucH Resol ved (NO ACTI ON TAKEN)
(02AUG2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Gt her-viral infection
Epi st axi s*/ A Active 200 MG 84/ 87 14/ 17 10.75 59.00 MLD/ STUDY DRUG ACTI ON:
EPI STAXI S Resol ved (NO ACTI ON TAKEN)
(03AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Nasal congestion*/ C Active 0 2/ 13 2/ 13 23 265.25 MLD STUDY DRUG ACTI ON:
BLOCKED NOSE Resol ved (NO ACTI ON TAKEN)
(21MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
at Screening
t
adverse event.
First day of study treatment = day 1

+ Day relative to start of study treatment.

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation:

adverse event.

12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment Group: A=Sertraline, B=Mxifloxacin,

MedDRA (v19. 0)

System Organ Preferred Term

C ass | NVESTI GATOR ENTRY

SKI'N AND Acne*/

SUBCUTANEQUS ACNE

TI SSUE

DI SORDERS
]

Page 54 of 98

GASTRO NTESTI NA  Abdomi nal pain upper*/
L DI SORDERS STOVACHACHE

Consti pation*/
CONSTI PATI ON

Dyspepsi a*/
| NTERM TTENT PYROSI S

Haemat ochezi a*/
BLOOD IN STOOLS

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 100 MG 74/ 76 4/ 6 0.75 47.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(23JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 50 MG 3/ 8 3/ 8 1.57 116.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29APR2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
A Active 100 MG 6/ 8 6/ 8 9.83 48.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 M5 4/ 13 4/ 13 10. 57 215.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(04MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 MG 4/ 5 4/ 5 7.58 24.25 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(26APR2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

A0501104

Sertraline, B=Moxifloxacin, C=Placebo

MedDRA (v19. 0)

Preferred Term

Page 55 of 98

ACTI OV
Causal ity

NERVOUS SYSTEM
DI SORDERS

RESPI RATCRY,
THORACI C AND
MEDI ASTI NAL
DI SORDERS

| NVESTI GATOR ENTRY Trt
Headache*/ A
HEADACHE

Headache*/ A

| NTERM TTENT HEADACHE

Ast hma*/ A
ASTHVA EXACERBATI ON

GASTRO NTESTI NA
L DI SORDERS

Consti pation*/ B
CONSTI PATI ON

G ngi val bl eedi ng*/ A
GUVS BLEEDI NG

St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
---------------------- St udy Day++/ Post

Trt Stop Stop Dose Duration SEVERITY/

Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone

Active 50 MG 1/ 1 1/ 1 0.58 4.00 MLD
Resol ved
(22APR2016)

Active 100 MG 4/ 16 4/ 16 0.58 297.00 MODERATE/
Resol ved
(07MAY2016)

Active 200 MG 32/ 39 32/ 39 430. 83 168.00 MODERATE/
Resol ved
(30MAY2016)

Active O 9/ 11 9/ 11 10. 92 35.00 MLD/
Resol ved
(19NVAY2016)

Active 200 MG 48/ 50 13/ 15 9.67 49.00 M LD
Resol ved
(27JUN2016)

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(TREATMENT G VEN)/
St udy Drug

STUDY DRUG ACTI O\

( PERVANENTLY DI SCONTI NUED)

SUBJECT ACTI ON:

(TREATMENT G VEN, D/ C STUDY)

/
CQther-pre existing
condi tion

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

Age and weight are
* Treat ment - energen
** Dose at onset of
+ Day relative to s

MedDRA i v19. Oi codi

at Screening
t
adverse event.

tart of study treatment. First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertral i ne, B=Moxifl oxacin,
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System Organ
C ass

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

(Hrs)

SEVERI TY/
Qut comre

ACTI OV
Causal ity

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVOUS SYSTEM
DI SORDERS

PSYCHI ATRI C
DI SORDERS

Fati gue*/
FATI GUE

Fati gue*/
| NTERM TTENT FATI GUE

Fat i gue/
| NTERM TTENT FATI GUE

Neck pain*/
PAI'N NECK

Headache*/
HEADACHE

I nsomi a*/
| NSOWNI A

C=Pl acebo
Tr eat nent
Trt

Trt Phase Dose**
C Active 0

B Active 0

A Active

A Active 100 MG
A Active 200 MG
A Active 200 MG

647.83

381. 67

58. 83

5. 00

28. 00

M LD/
Resol ved
(19JUL2016)

M LD/
Resol ved
(29JUN2016)

M LD
Resol ved
(29JUN2016)

M LD/
Resol ved
(21JUN2016)

M LD/
Resol ved
(17JUL2016)

M LD/
Resol ved
(25JUN2016)

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

St udy Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatnent

St udy Peri od
Start = seeeeeeeeeeeeeaaaaas
Day+/ Start Tine
St udy Day++/ Post
St op St op Dose
Day + Day ++ (Hrs)
71/ 72 1/ 2 3.67
9/ 52 9/ 36 0.42
1/ 17

41/ 44 6/ 9 10. 83
70/ 70 35/ 35 509. 17
47/ 48 12/ 13 5.67
= day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1

[1 Values in brackets are inputed frominconplete dates
SAE = Serious Adverse Event (according to Investigators
Treatnment (Trt) columm gives study treatment at tine of

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation:

and tinmes.
assessnent) .
adverse event.

12SEP2016

Date of Table Generation:

Page 56

17SEP2016 (21: 58)



Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertral i ne, B=Moxifl oxacin,

Page 57 of 98

MedDRA (v19. 0)

(Hrs)

SEVERI TY/
Qut comre

ACTI OV
Causal ity

C=Pl acebo
Tr eat ment
Trt

Trt Phase Dose**
C Active 0

A Active 50 MG
C Active 0

A Active 200 MG
B Active 0

System Organ Preferred Term

C ass | NVESTI GATOR ENTRY
PSYCH ATRI C I nsomi a*/

DI SORDERS I NSOWNI A

RESPI RATORY, Rhi nor r hoea*/
THORACI C AND RUNNY NOSE

MEDI ASTI NAL

DI SORDERS

SKI N AND Dry skin*/
SUBCUTANEQUS DRY SKI N FACE

Tl SSUE

DI SORDERS

VASCULAR Hot flush*/

DI SORDERS | NTERM TTENT HOT FLUSHES
GENERAL Fat i gue/

DI SORDERS AND FATI GUE

ADM NI STRATI ON

SI TE CONDI TI ONS

36/ 38

79/ 90

43/ 49

1/ 1

1/

9/

8/

1/

20

14

10. 67

46. 00

265. 00

143.00

M LD/
Resol ved
(30JUL2016)

M LD/
Resol ved
(15JUN2016)

M LD
Resol ved
(06AUG2016)

M LD/
Resol ved
(26JUN2016)

M LD/
Resol ved
(22APR2016)

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

St udy Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are

at Screening

* Treat nent - ener gent

** Dose at onset of

adverse event.

+ Day relative to start of study treatnent.

MVedDRA i v19.0) codi

ng dictionary applied.

Date of Reporting Dataset Creation:

and tines.
assessment) .
adverse event.

12SEP2016

First day of study treatnent = day 1
++ Day relative to first day of each treatment period. First day of each treatnent period = day 1
[1 Values in brackets are inputed frominconplete dates
SAE = Serious Adverse Event (according to Investigators
Treatnent (Trt) columm gives study treatnent at tinme of

Page 57

Date of Table Generation:
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

A0501104

B=Moxi f | oxaci n,

Page 58 of 98

System Organ
C ass

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

C=Pl acebo
Tr eat nent
Trt
Trt Phase Dose**

(Hrs)

SEVERI TY/
Qut comre

ACTI OV
Causal ity

EYE DI SORDERS

GASTRO NTESTI NA
L DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

Vi sual inpairment*/
TROUBLE OF VI SI ON

Vi sual inpairment*/
TROUBLE VI SI ON

Abdomi nal pai n*/
PAI' N LEFT ABDOVEN

Chest disconfort*/
LEFT THORACI C DI SCOVFORT

Fati gue*/
FATI GUE

Feel ing hot*/
HOT FEELI NG

A Active

200 MG

C Active 0

C Active O

A Active

100 MG

A Active 200 MG

43/ 47

9/ 9

15/ 15

39/ 47

45/ 47

8/ 12

9/ 9

15/ 15

4/ 12

10/ 12

23.88

0.58

87. 60

189. 00

33.00

M LD/
Resol ved
(20JUL2016)

M LD/
Resol ved
(24JUN2016)

M LD
Resol ved
(17NMAY2016)

M LD/
Resol ved
(23NMAY2016)

M LD/
Resol ved
(24JUN2016)

M LD/
Resol ved
(24JUN2016)

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

St udy Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

Age and wei ght are at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatment.

++ Day relative to first day of each treatment period. First day of each treatment period

[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.
odi ng dictionary applied.

Med DRA i v19. Oi [

Date of Reporting Dataset Creation:

First day of study treatnent

12SEP2016

= day 1

Date of Table Generation:

Page 58

day 1

17SEP2016 (21: 58)



Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

| MMUNE SYSTEM
DI SORDERS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVOUS SYSTEM
DI SORDERS

Age and weight are
* Treat ment - emer gen
** Dose at onset of

Page 59 of 98

A0501104
Sertraline, B=Moxifloxacin, C=Placebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine

MedDRA (v19.0) e St udy Day++/ Post

Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV

| NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity

Seasonal all ergy*/ C Active 0 22/ 37 22/ 36 191.83 336.42 MODERATE/ STUDY DRUG ACTI ON:

EXACERBATI ON OF SEASONAL Resol ved (NO ACTI ON TAKEN)

ALLERGY (14JUN2016) SUBJECT ACTI ON:
(TREATMENT G VEN)/
O her - seasonal al |l ergy

Seasonal allergy/ A Active 1/ 2 23.58 MODERATE/ STUDY DRUG ACTI O\

EXACERBATI ON OF SEASONAL Resol ved (NO ACTI ON TAKEN)

ALLERGY (14JUN2016) SUBJECT ACTI ON:
(TREATMENT G VEN)/
Qt her - seasonal al | ergy

Miuscl e spasms*/ A Active 200 MG 44/ 98 9/ 36 9.58 650.42 M LD STUDY DRUG ACTI ON:

| NTERM TTENT MUSCULAR Resol ved (NO ACTI ON TAKEN)

SPASM (14AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Muscl e spasns/ B Active 1/ 28 658.58 M LD/ STUDY DRUG ACTI ON:

| NTERM TTENT MUSCULAR Resol ved (NO ACTI ON TAKEN)

SPASM (14AUG2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug

Di zzi ness*/ C Active O 15/ 15 15/ 15 23.98 0.02 MLD STUDY DRUG ACTI ON:

DI ZZI NESS Resol ved (NO ACTI ON TAKEN)

(23MAY2016) SUBJECT ACTI ON:

(NO ACTION) /
Study Drug

Headache*/ A Active 50 MG 37/ 47 2/ 12 23.58 238.00 MODERATE/ STUDY DRUG ACTI ON:

HEADACHE Resol ved (NO ACTI ON TAKEN)

(24JUN2016) SUBJECT ACTI ON:

(TREATMENT G VEN)/
Study Drug

at Screening

t

adverse event.
tart of study treatment. First day of study treatment = day 1

+ Day relative to s

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1

[1 Values in brackets are inputed frominconplete dates
SAE = Serious Adverse Event (according to Investigators
Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

and tinmes.
assessnent) .
adverse event.
12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

System Organ
C ass

NERVOUS SYSTEM
DI SORDERS

PSYCH ATRI C
DI SORDERS

REPRODUCTI VE
SYSTEM AND
BREAST

DI SORDERS

A0501104

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Headache*/
HEADACHE

I nsomi a*/
I NSOWNI A

I nsomi a*/
| NSOWNI A

Li bi do decreased*/
DECREASE LI Bl DO

Erectile dysfunction*/
ERECTI ON TROUBLE DI SORDER

B=Moxi f | oxaci n,

Page 60 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
B Active 0 79/ 80 9/ 10 6. 58 28.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(27JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 50 MG 36/ 38 1/ 3 12.58 35.00 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(15JUN2016)  SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
B Active 0 75/ 83 5/ 13 3.58 192.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(30JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 MG 39/ 62 4/ 27 9.58 552.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(09JUL2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
B Active O 74/ 74 4] 4 1.58 1.50 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(21JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 43/ 48 8/ 13 9.58 120.00 M LD/ STUDY DRUG ACTI ON:

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

Hyper hi dr osi s*/
SVEATI NG

Resol ved (NO ACTI ON TAKEN)

(25JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Med DRA i v19. Oi [

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1 Page 61 of 98
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity SAE
.|
GASTRO NTESTI NA  Abdoni nal pai n*/ C Active 0 77 77 5.75 1.00 MLD STUDY DRUG ACTI ON: NO
L DI SORDERS RI GHT SI DE ABDOVEN PAI N Resol ved (NO ACTI ON TAKEN)
(15MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Di arrhoea*/ C Active O 10/ 43 10/ 36 5.75 618.50 M LD STUDY DRUG ACTI ON: NO
I NTERM TTENT LOOSE STOOLS Resol ved (NO ACTI ON TAKEN)
(20JUN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
Di arr hoea/ B Active 1/ 8 168.50 M LD STUDY DRUG ACTI ON: NO
I NTERM TTENT LOOSE STOOLS Resol ved (NO ACTI ON TAKEN)
(20JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Di ar r hoea/ B Active 400 M5 50/ 81 15/ 36 25.5 502.50 M LD/ STUDY DRUG ACTI ON: NO
I NTERM TTENT LOOSE STOOLS Resol ved (NO ACTI ON TAKEN)
(28JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Di arr hoea/ A Active 1/ 11 238.50 M LD/ STUDY DRUG ACTI ON: NO
I NTERM TTENT LOOSE STOOLS Resol ved (NO ACTI ON TAKEN)
(28JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

GASTRO NTESTI NA
L DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

A0501104

Sertraline,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Di arr hoea/
LOOSE STOOLS

Dry nout h*/
DRY MOUTH

Dyspepsi a*/
PYRCSI S

Functi onal
al disorder*/
SLOW BOVEL FUNCTI ON

Fati gue*/
FATI GUE

Fati gue*/
| NTERM TTENT FATI GUE

B=Moxi f | oxaci n,

gastrointestin

Page 62 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 200 MG 84/ 92 14/ 22 9.5 193.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(08AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 79/ 92 9/ 22 9.5 313.00 M LD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(08AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
B Active 0 45/ 47 10/ 12 0.5 33.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(24JUN2016) SUBJECT ACTI O\
( TREATMENT G VEN) /
Study Drug
B Active O 44/ 48 9/ 13 2.5 91.00 MLD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(25JUN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
A Active 100 MG 74/ 86 4/ 16 10.5 291.50 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(02AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 2/ 47 2/ 36 2.75 813.50 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(24JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation:

12SEP2016 Date of Table Generation: 17SEP2016 (21:58)

Page 62



Table 16.2.7.1 Page 63 of 98
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
CGENERAL Fat i gue/ B Active 1/ 12 261.50 M LD STUDY DRUG ACTI ON:
DI SORDERS AND | NTERM TTENT FATI GUE Resol ved (NO ACTI ON TAKEN)
ADM NI STRATI ON (24JUN2016) SUBJECT ACTI ON:
SI TE CONDI TI ONS (NO ACTION) /
Study Drug
Vessel puncture site pain C Active 0 14/ 17 14/ 17 4.75 65.00 MLD STUDY DRUG ACTI O\
*/ Resol ved (NO ACTI ON TAKEN)
VENI PUNCTURE SI TE PAIN (25NMAY2016) SUBJECT ACTI ON:
(NO ACTION) /
CQt her-due to venipuncture
MJUSCULOSKELETAL Muscl e spasns*/ A Active 100 MG 74/ 87 4/ 17 10.5 311.00 M LD STUDY DRUG ACTI O\
AND CONNECTI VE MJUSCULAR SPASM Resol ved (NO ACTI ON TAKEN)
Tl SSUE (03AUG2016) SUBJECT ACTI ON:
DI SORDERS (NO ACTION) /
Study Drug
Pain in extrem ty*/ B Active 400 M5 49/ 49 14/ 14 2 6.50 M LD STUDY DRUG ACTI ON:
RI GHT FOOT PAI NFUL Resol ved (NO ACTI ON TAKEN)
(26JUN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
NERVOUS SYSTEM  Di zzi ness*/ A Active 100 MG 75/ 75 5/ 5 6 0.50 MLD STUDY DRUG ACTI ON:
DI SORDERS DI ZZI NESS Resol ved (NO ACTI ON TAKEN)
(22JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Trenor*/ A Active 200 MG 771 86 7/ 16 5.5 212.50 M LD/ STUDY DRUG ACTI ON:
HANDS TREMOR Resol ved (NO ACTI ON TAKEN)
(02AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)

Page 63



Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ Preferred Term
C ass | NVESTI GATOR ENTRY
PSYCH ATRI C I nsomi a*/
DI SORDERS | NSOWNI A
Li bi do decreased*/
DECREASED LI Bl DO
SKI N AND Hyper hi dr osi s*/
SUBCUTANEQUS SVEATI NG
Tl SSUE
DI SORDERS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19. 0)

Page 64 of 98

GASTRO NTESTI NA
L DI SORDERS

NERVOUS SYSTEM
DI SORDERS

Di arr hoea*/
LOOSE STOOLS

Di zzi ness*/
FEELI NG DI ZzY

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
B Active 0 46/ 47 11/ 12 7.5 26.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(24JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 86/ 87 16/ 17 46.5 23.00 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(03AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
A Active 200 MG 79/ 83 9/ 13 7.5 91.00 MLD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(30JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 50 MG 1/ 4 1/ 4 2.67 72.00 M LD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(12MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 50 MG 37 37 0.67 96. 00 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(15MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are
* Treat ment - emrer gen
** Dose at onset of

+ Day relative to start of study treatnent.

at Screening
t
adverse event.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

A0501104

B=Moxi f | oxaci n,

Page 65 of 98

System Organ
C ass

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Duration
(Hrs)

SEVERI TY/
Qut comre

ACTI OV
Causal ity

NERVOUS SYSTEM
DI SORDERS

Presyncope*/
VAGAL REACTI ON

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

PSYCHI ATRI C
DI SORDERS

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

10011038 (M 33(YEARS)/ WH TE/ 81.3(kg))

Fati gue*/
FATI GUE

I nsomi a*/
| NSOWNI A

I nsomi a*/
| NTERM TTENT | NSOWNI A

Hyper hi dr osi s*/
HEAD SWEATI NG

C=Pl acebo
Tr eat nent
Trt
Trt Phase Dose**
A Active 100 MG
A Active 200 MG
B Active O
A Active 100 MG
A Active 200 MG

47/

10/

43/

48/

55

14

54

54

8/ 16

10/ 14

4/ 15

9/ 15

184.00

101. 00

247.00

149. 00

MODERATE/
Resol ved
(12MAY2016)

M LD/
Resol ved
(19JUL2016)

M LD/
Resol ved
(08JUN2016)

M LD/
Resol ved
(18JUL2016)

M LD/
Resol ved
(18JUL2016)

STUDY DRUG ACTI O\

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

STUDY DRUG ACTI O\

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat nent - ener gent
** Dose at onset of adverse event.

+ Day relative to start of study treatnent.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnent period = day 1

[1 Values in brackets are inputed frominconplete dates

SAE = Serious Adverse Event (according to Investigators

Treatnent (Trt) columm gives study treatnent at tinme of
dDRA (v19.0) coding dictionary applied.

Date of Reporting Dataset Creation:

E—

and tines.
assessment) .
adverse event.

12SEP2016

Date of Table Generation:
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertraline,

B=Moxi f | oxaci n,

Page 66 of 98

System Organ
C ass

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

C=Pl acebo
Tr eat nent
Trt
Trt Phase Dose**

(Hrs)

SEVERI TY/
Qut comre

ACTI OV
Causal ity

EAR AND
LABYRI NTH
DI SORDERS

GASTRO NTESTI NA
L DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

Atrioventricular block fi
rst degree*/

| NTERM TTENT FI RST
DEGREE AV BLOCK

Atrioventricular block fi
rst degree/

| NTERM TTENT FI RST
DEGREE AV BLOCK

Atrioventricular block fi
rst degree*/

| NTERM TTENT FI RST
DEGREE AV BLOCK

Ear disconfort*/
LEFT EAR BLOCKED

Di arrhoea*/
LOOSE STOOLS

Fati gue*/
FATI GUE

A Active

B Active 0

C Active O

C Active O

C Active 0

84/ 87

8/ 13

9/ 9

2/ 15

14/ 17

8/ 13

9/ 9

2/ 15

11.77

0

72.15

130. 00

297.50

M LD/
Resol ved
(13JUN2016)

M LD/
Resol ved
(13JUN2016)

M LD
Resol ved
(03AUG2016)

M LD/
Resol ved
(21NAY2016)

M LD/
Resol ved
(17MAY2016)

M LD/
Resol ved
(23MAY2016)

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

St udy Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

Age and weight are

at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatment.
++ Day relative to first day of each treatment period. First day of each treatment period
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of

odi ng dictionary applied.

Med DRA i v19. Oi [

Date of Reporting Dataset Creation:

First day of study treatnent

adverse event.

12SEP2016

= day 1

Date of Table Generation:

Page 66

day 1
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

System Organ
C ass

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

NERVOUS SYSTEM
DI SORDERS

A0501104

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Fati gue*/
FATI GUE

Fati gue*/
FATI GUE

Feel i ng drunk*/
FEELI NG DRUNK

Feel ing hot*/
WARM FEELI NG

Headache*/
HEADACHE

B=Moxi f | oxaci n,

Page 67 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 100 MG 40/ 49 5/ 14 10. 33 215.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(26JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 50/ 53 15/ 18 23.33 70.00 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(30JUN2016)  SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
C Active 0 2/ 15 2/ 15 5.5 304.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(23MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active O 13/ 13 13/ 13 8.58 1.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(21MAY2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
A Active 100 MG 41/ 42 6/ 7 2.33 19.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(19JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 44/ 49 9/ 14 4.33 125.00 M LD STUDY DRUG ACTI ON:

PSYCHI ATRI C
DI SORDERS

I nsomi a*/
| NSOWNI A

Resol ved (NO ACTI ON TAKEN)

(26JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Med DRA i v19. Oi [

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1 Page 68 of 98
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity SAE
VASCULAR Hot flush*/ A Active 200 MG 42/ 49 71 14 10. 33 167.00 M LD/ STUDY DRUG ACTI ON: NO
DI SORDERS | NTERM TTENT HOT FLUSHES Resol ved (NO ACTI ON TAKEN)
(26JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
|
NERVOUS SYSTEM  Headache*/ A Active 100 MG 75/ 77 6/ 8 3.92 42.00 M LD STUDY DRUG ACTI ON: NO
DI SORDERS HEADACHE Resol ved (NO ACTI ON TAKEN)
(10AUG2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
Sommol ence*/ A Active 200 MG 83/ 83 14/ 14 9.92 9.00 MLD STUDY DRUG ACTI ON: NO
SOWNCOLENCE Resol ved (NO ACTI ON TAKEN)
(16AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Trenor*/ A Active 200 MG 84/ 84 15/ 15 33.92 4.00 MLD STUDY DRUG ACTI ON: NO
HANDS TREMOR Resol ved (NO ACTI ON TAKEN)
(17AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
PSYCHI ATRI C I nsomi a*/ A Active 200 MG 82/ 83 13/ 14 1.92 7.00 MLD STUDY DRUG ACTI ON: NO
DI SORDERS DI FFI CULTY TO SLEEP Resol ved (NO ACTI ON TAKEN)
(16AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1 Page 69 of 98
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity SAE
RESPI RATCRY, O opharyngeal pain*/ A Active 50 MG 71/ 73 2/ 4 0.42 50.00 MLD STUDY DRUG ACTI ON: NO
THORACI C AND THROAT PAI N Resol ved (NO ACTI ON TAKEN)
MEDI ASTI NAL (06AUG2016) SUBJECT ACTI ON:
DI SORDERS (NO ACTION) /
Cther-viral infection
|
GASTRO NTESTI NA  Abdomi nal pain | ower*/ A Active 200 MG 87/ 89 17/ 19 72.83 45.50 M LD STUDY DRUG ACTI ON: NO
L DI SORDERS PAI N LONER ABDOVEN Resol ved (NO ACTI ON TAKEN)
(05AUG2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
GENERAL Fati gue*/ B Active O 37/ 43 2/ 8 22.25 146.00 M LD STUDY DRUG ACTI ON: NO
DI SORDERS AND FATI GUE Resol ved (NO ACTI ON TAKEN)
ADM NI STRATI ON (20JUN2016) SUBJECT ACTI O\
SI TE CONDI TI ONS (NO ACTION) /
Study Drug
Fati gue*/ A Active 50 MG 73/ 90 3/ 20 5.33 401.00 M LD STUDY DRUG ACTI ON: NO
FATI GUE Resol ved (NO ACTI ON TAKEN)
(06AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Feel i ng drunk/ C Active 0 o/ 15 0/ 15 -23.17 356.50 M LD/ STUDY DRUG ACTI ON: NO
FEELI NG DRUNK Resol ved (NO ACTI ON TAKEN)
(23MAY2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVQUS SYSTEM
DI SORDERS

PSYCHI ATRI C
DI SORDERS

Age and weight are

* Treat ment - emer gent

** Dose at onset of

Page 70 of 98

A0501104
Sertraline, B=Moxifloxacin, C=Placebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
| NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
Miscl e spasns*/ A Active 200 MG 82/ 95 12/ 25 1.08 309.25 M LD STUDY DRUG ACTI ON:
MUSCULAR SPASMVS Resol ved (NO ACTI ON TAKEN)
(11AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Di zzi ness*/ A Active 50 MG 72/ 78 2/ 8 0.33 141.00 M LD/ STUDY DRUG ACTI O\
| NTERM TTENT DI ZZI NESS Resol ved (NO ACTI ON TAKEN)
(25JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
Headache*/ A Active 100 MG 75/ 76 5/ 6 10. 83 19.50 MODERATE/ STUDY DRUG ACTI ON:
HEADACHE Resol ved (NO ACTI ON TAKEN)
(23JUL2016) SUBJECT ACTI O\
( TREATMENT G VEN) /
Study Drug
Headache*/ A Active 200 MG 81/ 81 11/ 11 8.33 4.00 MODERATE/ STUDY DRUG ACTI ON:
HEADACHE Resol ved (NO ACTI ON TAKEN)
(28JUL2016) SUBJECT ACTI O\
( TREATMENT G VEN) /
Study Drug
I nsomi a*/ A Active 50 MG 72/ 90 2/ 20 0.33 418.00 M LD/ STUDY DRUG ACTI ON:
I NSOWNI A Resol ved (NO ACTI ON TAKEN)
(06AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Li bi do decreased*/ A Active 50 MG 72/ 92 2/ 22 22.33 492.00 M LD/ STUDY DRUG ACTI ON:
DECREASED LI BI DO Resol ved (NO ACTI ON TAKEN)
(08AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
at Screening
adverse event.
First day of study treatment = day 1

+ Day relative to start of study treatment.

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

adverse event.

12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment Group: A=Sertraline, B=Mxifloxacin,

MedDRA (v19. 0)

Page 71 of 98

System Organ Preferred Term
C ass | NVESTI GATOR ENTRY
GASTRO NTESTI NA  Abdomi nal pai n*/
L DI SORDERS ABDOM NAL CRAMPS
Nausea*/
NAUSEA
GENERAL Fati gue*/

DI SORDERS AND FATI GUE
ADM NI STRATI ON
SI TE CONDI TI ONS

Fati gue*/
| NTERM TTENT FATI GUE

Fat i gue/
| NTERM TTENT FATI GUE

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
B Active 0 53/ 54 14/ 15 6.33 31.00 MODERATE/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(18JUL2016) SUBJECT ACTI ON:
( TREATMENT G VEN)/
Study Drug
A Active 200 MG 14/ 15 14/ 15 1.42 20.33 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(09JUN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
C Active O 78/ 86 9/ 17 9.83 194.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(19AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 MG 4/ 41 4/ 40 0.75 862.67 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(05JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 1/ 2 24.83 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(05JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

METABOLI SM AND
NUTRI TI ON
DI SORDERS

MUSCUL OSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVQUS SYSTEM
DI SORDERS

PSYCHI ATRI C
DI SORDERS

Age and weight are
* Treat ment - emer gen
** Dose at onset of

Page 72 of 98

A0501104
Sertraline, B=Moxifloxacin, C=Placebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
| NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
Decreased appetite*/ C Active 0 76/ 91 71 22 10. 33 360.50 M LD/ STUDY DRUG ACTI ON:
| NTERM TTENT LOSS OF Resol ved (NO ACTI ON TAKEN)
APPETI TE (24AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Trisnmus*/ A Active 100 MG 5/ 15 5/ 15 6. 75 231.00 MLD STUDY DRUG ACTI O\
JAW SPASMS Resol ved (NO ACTI ON TAKEN)
(09JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
Headache*/ C Active 0 71 73 2/ 4 0.33 49.50 M LD STUDY DRUG ACTI ON:
HEADACHE Resol ved (NO ACTI ON TAKEN)
(06AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
I nsomi a*/ C Active O 72/ 74 3/ 5 4.83 56.00 M LD/ STUDY DRUG ACTI ON:
DI FFI CULTY TO SLEEP Resol ved (NO ACTI ON TAKEN)
(07AUG2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
I nsomi a*/ C Active O 75/ 92 6/ 23 1.83 393.00 M LD STUDY DRUG ACTI ON:
DI FFI CULTY TO SLEEP Resol ved (NO ACTI ON TAKEN)
(25AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
I nsomi a*/ A Active 50 MG 2/ 41 2/ 40 8.75 902.67 M LD STUDY DRUG ACTI ON:
| NTERM TTENT | NSOWI A Resol ved (NO ACTI ON TAKEN)
(05JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
at Screening
t
adverse event.
First day of study treatment = day 1

+ Day relative to start of study treatment.

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation:

adverse event.

12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertral i ne, B=Moxifl oxacin,

Page 73 of 98

System Organ
C ass

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

(Hrs)

SEVERI TY/
Qut comre

ACTI OV
Causal ity

PSYCHI ATRI C
DI SORDERS

I nsomi a/
I NTERM TTENT | NSOWNI A

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

PSYCHI ATRI C
DI SORDERS

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

Trisnmus*/
JAW SPASMS

I nsomi a*/
Dl FFI CULTY TO SLEEP

Ni ght sweats*/
NI GHT SWEATI NG

10011043 (M 33(YEARS)/ WH TE/ 60.65(kg))

GASTRO NTESTI NA
L DI SORDERS

G ngi val pain*/
GUM PAI' N

C=Pl acebo
Tr eat nent
Trt

Trt Phase Dose**
B Active

A Active 200 MG
B Active O

A Active 200 MG
A Active 200 MG

72/ 74

11/ 15

39/ 46

8/ 8

3/ 5

11/ 15

9/ 16

3.75

57.00

102. 00

159.50

M LD/
Resol ved
(05JUL2016)

M LD/
Resol ved
(02JUN2016)

M LD/
Resol ved
(07AUG2016)

M LD/
Resol ved
(09JUN2016)

M LD
Resol ved
(04AUG2016)

STUDY DRUG ACTI O\

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /
Study Drug

Age and wei ght are
* Treat nent - ener gen
** Dose at onset of
+ Day relative to s

at Screening

t

adverse event.

tart of study treatment.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnent period = day 1

[1 Values in brackets are inputed frominconplete dates
SAE = Serious Adverse Event (according to Investigators
Treatnent (Trt) columm gives study treatnent at tinme of

VedDRA i v19.0) codi

ng dictionary applied.

Date of Reporting Dataset Creation:

and tines.
assessment) .
adverse event.

12SEP2016

Date of Table Generation:

Page 73

17SEP2016 (21: 58)



Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

System Organ
C ass

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

METABOLI SM AND
NUTRI TI ON
DI SORDERS

PSYCHI ATRI C
DI SORDERS

RENAL AND
URI NARY
DI SORDERS

A0501104

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Vessel puncture site haem

at oma*/
VENI PUNCTURE SI TE
HEMATOVA

Vessel puncture site haem

at oma/
VENI PUNCTURE SI TE
HEMATOVA

Decr eased appetite*/

LOSS OF APPETI TE

I nsomi a*/
1| NSOWNI A

I nsomi a*/
| NSOWNI A

Dysuria*/

DI FFI CULTY URI NATI NG

B=Moxi f | oxaci n,

Page 74 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
C Active 0 16/ 34 16/ 31 48 360.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(23JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Q her - veni puncture
A Active 1/ 4 72.00 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(23JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Ct her - veni puncture
B Active 0 61/ 76 4/ 19 11 365.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(03SEP2016) SUBJECT ACTI O\
(NO ACTION) /
Study Drug
A Active 50 MG 31/ 47 1/ 17 15 368.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(05AUG2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
B Active O 59/ 72 2/ 15 18.28 319.72 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(30AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 44/ 47 14/ 17 0 71.00 M LD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(05AUG2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Med DRA i v19. Oi [

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertral i ne, B=Moxifl oxacin,

Page 75 of 98

MedDRA (v19. 0)

(Hrs)

SEVERI TY/
Qut comre

ACTI OV
Causal ity

System Organ Preferred Term
C ass | NVESTI GATOR ENTRY
RESPI RATCRY, Cough*/
THORACI C AND CouUcH
MEDI ASTI NAL
DI SORDERS
Cough/
COoUcH
O opharyngeal pain*/
SORE THROAT
SKI'N AND Hyper hi dr osi s*/
SUBCUTANEQUS EXCESSI VE PERSPI RATI ON
TI SSUE
DI SORDERS

EYE DI SORDERS

Ccul ar hyper aemi a*/
RED EYES

C=Pl acebo
Adverse Event
St udy Peri od
Start = seeeeeeeeeeeeeaaaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day ++/ Post
Trt St op St op Dose
Trt Phase Dose** Day + Day ++ (Hrs)
A Active 200 MG 54/ 72 24/ 28 252
B Active 1/ 15
C Active 0 10/ 15 10/ 15 11
A Active 200 MG 44/ 47 14/ 17 6
B Active 0 1/ 10 1/ 10 3.92

338.00

120. 00

77.00

211.00

M LD/
Resol ved
(30AUG2016)

M LD/
Resol ved
(30AUG2016)

M LD
Resol ved
(04JUL2016)

M LD/
Resol ved
(05AUG2016)

MODERATE/
Resol ved
(29JUN2016)

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Cther-viral infection

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Qther-viral infection

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Cther-air conditioning

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:

( TREATMENT G VEN) /
Gt her-1ens

Age and wei ght are
* Treat ment - emrer gen
** Dose at onset of

+ Day relative to start of study treatnent.

at Screening
t
adverse event.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation:

Page 75

17SEP2016 (21:58)



Table 16.2.7.1 Page 76 of 98
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity SAE
GASTRO NTESTI NA  Di arr hoea*/ A Active 200 MG 45/ 68 15/ 38 22.92 553.00 M LD/ STUDY DRUG ACTI ON: NO
L DI SORDERS LOOSE STOOLS Resol ved (NO ACTI ON TAKEN)
(26AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Dry nout h*/ A Active 200 MG 41/ 49 11/ 19 2.92 188.00 M LD/ STUDY DRUG ACTI O\ NO
DRY MOUTH Resol ved (NO ACTI ON TAKEN)
(07AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
GENERAL Vessel puncture site eryt A Active 200 MG 39/ 49 9/ 19 11. 42 239.50 M LD/ STUDY DRUG ACTI O\ NO
DI SORDERS AND hema*/ Resol ved (NO ACTI ON TAKEN)
ADM NI STRATI ON ERYTHEMA AT VEN PUNCTURE (07AUG2016) SUBJECT ACTI ON:
SITE CONDI TIONS  SITE (NO ACTION) /
Ct her - veni puncture
| NVESTI GATIONS Wi ght decreased*/ A Active 200 MG 53/ 79 23/ 49 214.92 624.00 M LD STUDY DRUG ACTI ON: NO
WEI GHT LOSS Resol ved (NO ACTI ON TAKEN)
(06SEP2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
MJUSCULCSKELETAL  Back pai n*/ A Active 200 MG 41/ 44 11/ 14 11.92 75.50 M LD/ STUDY DRUG ACTI ON: NO
AND CONNECTI VE ~ BACK PAIN Resol ved (NO ACTI ON TAKEN)
Tl SSUE (02AUG2016) SUBJECT ACTI ON:
DI SORDERS (NO ACTION) /
Study Drug
Pain in jaw/ A Active 200 MG 37/ 49 7/ 19 11.92 287.00 M LD/ STUDY DRUG ACTI ON: NO
CH N PAIN Resol ved (NO ACTI ON TAKEN)
(07AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1 Page 77 of 98
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity SAE
NERVQUS SYSTEM  Muscle contractions invol A Active 100 MG 36/ 49 6/ 19 11.92 311.00 M LD/ STUDY DRUG ACTI ON: NO
DI SORDERS untary*/ Resol ved (NO ACTI ON TAKEN)
I N\VOLUNTARY MUSCLE (07AUG2016) SUBJECT ACTI ON:
CONTRACTI ONS (NO ACTION) /
Study Drug
PSYCHI ATRI C Abnor mal behavi our */ A Active 200 MG 40/ 62 10/ 32 0.92 528.00 MODERATE/ STUDY DRUG ACTI O\ NO
DI SORDERS CHANCE | N BEHAVI OR Resol ved (NO ACTI ON TAKEN)
(20AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
I nsomi a*/ B Active 400 MG 31/ 50 31/ 31 400. 42 7.58 MODERATE/ STUDY DRUG ACTI ON: NO
| NSOWNI A Resol ved (NO ACTI ON TAKEN)
(08AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
I nsomi a/ A Active 1/ 20 454.92 MODERATE/ STUDY DRUG ACTI ON: NO
I NSOWNI A Resol ved (NO ACTI ON TAKEN)
(08AUG2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
Psychi atric deconpensatio A Active 200 MG 45/ 47 15/ 17 22.92 48.00 SEVERE/ STUDY DRUG ACTI ON: YES
n*/ Resol ved ( PERMANENTLY DI SCONTI NUED)
PSYCHOTI C DECOVPENSATI ON (05AUG2016) SUBJECT ACTI ON:
(DI C STUDY) /
Study Drug
RESPI RATCRY, Dyspnoea*/ A Active 100 M5 36/ 44 6/ 14 0.92 194.50 M LD/ STUDY DRUG ACTI ON: NO
THORACI C AND DI FFI CULTI ES TO BREATH Resol ved (NO ACTI ON TAKEN)
MEDI ASTI NAL (02AUG2016) SUBJECT ACTI ON:
DI SORDERS (NO ACTION) /
Study Drug

Age and wei ght are at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

B=Moxi f | oxaci n,

Page 78 of 98

System Organ
C ass

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

(Hrs)

SEVERI TY/
Qut comre

ACTI OV
Causal ity

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

PRURI TUS FOREARM

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

PSYCHI ATRI C
DI SORDERS

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

DI FFI CULTY TO SLEEP

Hyper hi dr osi s*/
| NTERM TTENT SWEATI NG

EYE DI SORDERS

EYE LI GHT SENSITIVITY

C=Pl acebo
St udy
Tr eat nent Day+/ Start
-------------------------- St udy Day ++/
Trt St op St op
Trt Phase Dose** Day + Day ++
A Active 50 M 33/ 35 3/ 5
A Active 50 MG 3/ 7 3/ 7
A Active 100 MG 3/ 7 3/ 7
A Active 50 MG 3/ 16 3/ 16
A Active 200 MG 68/ 74 11/ 17

3.83

2.83

11. 42

91. 00

80. 00

314.50

143.50

M LD/
Resol ved
(243UL2016)

M LD/
Resol ved
(26JUN2016)

M LD/
Resol ved
(26JUN2016)

M LD/
Resol ved
(05JUL2016)

M LD
Resol ved
(01SEP2016)

STUDY DRUG ACTI O\

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /
Study Drug

Age and wei ght are at Screening

* Treat nent - ener gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnent period = day 1
[1 Values in brackets are inputed frominconplete dates and times.
SAE = Serious Adverse Event (according to Investigators assessment).
Treatnent (Trt) columm gives study treatnent at tinme of adverse event.

dDRA (v19.0) coding dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

E—

Page 78

Date of Table Generation:

17SEP2016 (21: 58)



Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

System Organ
C ass

GASTRO NTESTI NA
L DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVQUS SYSTEM
DI SORDERS

A0501104

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Abdonmi nal pai n*/
ABDOM NAL CRAMPS

Di arr hoea*/
WATERY STOOLS

Fat i gue*/
FATI GUE

Muscl e spasns*/
MUSCULAR SPASMS

Pain in jaw/
| NTERM TTENT JAW
DI SCOVFORT

Headache*/
HEADACHE

B=Moxi f | oxaci n,

Page 79 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
B Active O 3/ 3 3/ 3 11. 75 8.25 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(22JUN2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 0 3/ 3 3/ 3 11. 75 8.25 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(22JUN2016)  SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
C Active 0 35/ 47 5/ 17 11. 75 287.00 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(05AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 65/ 73 8/ 16 10. 92 201.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(31AUG2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
A Active 100 MG 61/ 77 4/ 20 10. 92 385.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(04SEP2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 31/ 32 1/ 2 4.75 20.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(21JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Med DRA i v19. Oi [

Date of Table Generation: 17SEP2016 (21:58)

Page 79



Table 16.2.7.1 Page 80 of 98
SERTRALI NE Protocol A0501104
Adverse Events

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity SAE
NERVOUS SYSTEM  Somnol ence*/ C Active 0 31/ 34 1/ 4 4.75 68.00 MLD STUDY DRUG ACTI ON: NO
DI SORDERS SLEEPI NESS Resol ved (NO ACTI ON TAKEN)
(23JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Trenor*/ A Active 200 MG 64/ 77 71 20 10.92 313.00 M LD STUDY DRUG ACTI O\ NO
HANDS TREMOR Resol ved (NO ACTI ON TAKEN)
(04SEP2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
PSYCH ATRI C I nsomi a*/ A Active 100 MG 60/ 73 3/ 16 2.92 296.00 M LD STUDY DRUG ACTI ON: NO
DI SORDERS DI FFI CULTY TO SLEEP Resol ved (NO ACTI ON TAKEN)
(31AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
REPRCDUCTI VE Ej acul ation failure*/ A Active 100 MG 62/ 78 5/ 21 8.92 375.00 M LD STUDY DRUG ACTI ON: NO
SYSTEM AND NO EJACULATI ON Resol ved (NO ACTI ON TAKEN)
BREAST (05SEP2016) SUBJECT ACTI O\
DI SORDERS (NO ACTI ON) /
Study Drug
RESPI RATCRY, Throat irritation*/ C Active O 42/ 44 12/ 14 10.75 52.50 MLD/ STUDY DRUG ACTI ON: NO
THORACI C AND | RRI TATED THROAT Resol ved (NO ACTI ON TAKEN)
MEDI ASTI NAL (02AUG2016) SUBJECT ACTI ON:
DI SORDERS (NO ACTION) /
Study Drug

Age and wei ght are at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertraline,

B=Moxi f | oxaci n,

Page 81 of 98

System Organ
C ass

EYE DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

I NFECTI ONS AND
| NFESTATI ONS

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Pal pi tati ons*/
| NTERM TTENT PALPI TATI ON

Ccul ar disconfort*/
EYE DI SCOVFORT

Ccul ar disconfort*/
EYE DI SCOVFORT

Fati gue*/
FATI GUE

Fati gue*/
FATI GUE

Nasopharyngi tis*/
COMMON COLD

C=Pl acebo
Tr eat nent
Trt
Trt Phase Dose**
A Active 100 MG
A Active 100 MG
A Active 200 MG
A Active 100 MG

C Active O

B Active 0

8/ 11

4/ 6

67/ 68

35/ 44

8/ 11

4/ 6

10/ 11

5/ 14

10. 83

10. 67

(Hrs)

41.

65.

41.

27.

220.

00

67

00

00

50

SEVERI TY/
Qut comre

M LD/
Resol ved
(04JUL2016)

M LD/
Resol ved
(25JUN2016)

MODERATE/
Resol ved
(30JUN2016)

M LD/
Resol ved
(25JUN2016)

M LD/
Resol ved
(26AUG2016)

M LD/
Resol ved
(02AUG2016)

ACTI OV
Causal ity

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

St udy Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\

( TREATMENT G VEN) /
Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(TREATMENT G VEN)/
Cther-viral infection

Age and weight are
* Treat ment - emer gen
** Dose at onset of
+ Day relative to s

at Screening

t

adverse event.

tart of study treatnent.

First day of study treatnent
++ Day relative to first day of each treatment period. First day of each treatment period

[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

adverse event.

12SEP2016

= day 1

Date of Table Generation:

Page 81

day 1

17SEP2016 (21: 58)



Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVOUS SYSTEM
DI SORDERS

PSYCHI ATRI C
DI SORDERS

A0501104

Sertraline,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Miscl e spasns*/
I NTERM TTENT MUSCULAR
CRAMPS

Miscl e spasns*/
MUSCULAR SPASM

Pain in jaw/
| NTERM TTENT JAW
DI SCOMFORT

Headache*/
HEADACHE

Headache*/
HEADACHE | NTERM TTENT

I nsomi a*/
| NSOWNI A

B=Moxi f | oxaci n,

Page 82 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
C Active 0 65/ 68 8/ 11 0. 83 73.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(26AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 MG 4/ 19 4/ 19 5.67 354.00 M LD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(08JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
C Active 0 65/ 68 8/ 11 11.83 74.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(26AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 MG 4/ 6 4/ 6 5.67 41.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(25JUN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
A Active 100 MG 4/ 15 4/ 15 11. 67 251.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(04JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 M5 4/ 6 4/ 6 5.67 41.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(25JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatnent

= day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation:

adverse event.

12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

PSYCHI ATRI C
DI SORDERS

REPRODUCTI VE
SYSTEM AND
BREAST

DI SORDERS

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

I nsomi a*/
I NSOWNI A

Gynaeconasti a*/
GYNECOVASTI A

Testicul ar pain*/

Bl LATERAL TESTI CULAR PAI N

Eczema*/
| RRI TATI VE ECZENVA

Eczema/
| RRI TATI VE ECZEMVA

Eczema/
| RRI TATI VE ECZEMA

Page 83 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 100 MG 4/ 15 4/ 15 1.67 246.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(04JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 62/ 66 5/ 9 7.83 87.00 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(24AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
C Active 0 61/ 65 4/ 8 10. 83 86.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(23AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 14/ 32 14/ 31 2.67 406. 08 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(21JUL2016) SUBJECT ACTI O\
( TREATMENT G VEN) /
Study Drug
B Active 1/ 2 22.92 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(21JUL2016) SUBJECT ACTI ON:
( TREATMENT G VEN) /
Study Drug
B Active 0 40/ 58 10/ 28 10. 67 420.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(16AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

A0501104

MedDRA (v19. 0)

B=Moxi f | oxaci n,

Page 84 of 98

System Organ Preferred Term
C ass | NVESTI GATOR ENTRY
SKI N AND Eryt hema*/
SUBCUTANEQUS RED SPOT BELLY
Tl SSUE
DI SORDERS
Hyper hi dr osi s*/
SWEATI NG
]
EYE DI SORDERS Dry eye*/
DRY EYES
GENERAL Fati gue*/
DI SORDERS AND FATI GUE

ADM NI STRATI ON
SI TE CONDI TI ONS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

Li mb disconfort*/
HEAVY LEGS

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 200 M5 14/ 24 14/ 24 11. 67 240.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(13JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 100 MG 4/ 6 4/ 6 10. 67 48.00 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(25JUN2016)  SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
C Active O 71 12 71 12 10. 58 120.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(01JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 3/ 12 3/ 12 3.58 211.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(01JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 37 37 3.58 91.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(26JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatnent.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Med DRA i v19. Oi C

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertraline,

B=Moxi f | oxaci n, C=Pl acebo

Page 85 of 98

System Organ
C ass

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

(Hrs)

SEVERI TY/
Qut comre

ACTI OV
Causal ity

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVQUS SYSTEM
DI SORDERS

RESPI RATCRY,
THORACI C AND
MEDI ASTI NAL
DI SORDERS

Synovi al cyst*/
I NGUI NAL GANGLI ON

Headache*/
HEADACHE

Headache/
HEADACHE

Sommol ence*/
| NTERM TTENT SLEEPI NESS

Sommol ence*/
SLEEPI NESS

O ophar yngeal
SORE THROAT

pai n*/

Tr eat nent
Trt

Trt Phase Dose**
C Active 0

C Active 0

B Active

C Active O

B Active O

B Active O

30/ 31

2/ 14

33/ 45

31/ 33

30/ 31

1/ 1

2/ 14

3/ 15

1/ 3

398. 58

6.58

5.58

4.58

4.58

281. 00

281. 00

55. 00

M LD/
Resol ved
(12JUL2016)

MODERATE/
Resol ved
(20JUL2016)

MODERATE/
Resol ved
(20JUL2016)

M LD/
Resol ved
(03JUL2016)

M LD/
Resol ved
(03AUG2016)

M LD/
Resol ved
(223UL2016)

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Gt her-infection
STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(TREATMENT G VEN)/
St udy Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\

( TREATMENT G VEN) /
Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

O her-air conditioning

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatnent

= day 1

++ Day relative to first day of each treatment period. First day of each treatment period

[1 Values in brackets are inputed frominconplete dates
SAE = Serious Adverse Event (according to Investigators
Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

and tinmes.
assessnent) .
adverse event.

12SEP2016

Date of Table Generation:

Page 85
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertraline,

B=Moxi f | oxaci n,

Page 86 of 98

MedDRA (v19. 0)

Duration
(Hrs)

SEVERI TY/
Qut comre

ACTI OV
Causal ity

System Organ Preferred Term
C ass | NVESTI GATOR ENTRY

EYE DI SORDERS

GASTRO NTESTI NA
L DI SORDERS

Vi sion blurred*/
| NTERM TTENT BLURRED
VI SI ON

Vi sual i npairnent*/
VI SI ON TROUBLE

Abdonmi nal pai n*/
ABDOM NAL CRAMPS

Change of bowel habit*/
DECREASED BONEL MOVEMENT

Di arr hoea*/
LOOSE STOOL

C=Pl acebo
Tr eat nent
Trt
Trt Phase Dose**
A Active 200 MG
A Active 100 M5

A Active 50 MG

A Active 50 MG

A Active 50 MG

St udy

Start

Day +/ Start
St udy Day++/
St op St op
Day+ Day ++
8/ 15 8/ 15
5/ 5 5/ 5
3/ 6 3/ 6
2/ 12 2/ 12
1/ 3 1/ 3

166. 17

67.00

235.00

52.58

M LD
Resol ved
(04JUL2016)

M LD/
Resol ved
(24JUN2016)

M LD/
Resol ved
(25JUN2016)

M LD/
Resol ved
(01JUL2016)

M LD/
Resol ved
(22JUN2016)

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

Age and wei ght are
* Treat ment - emrer gen
** Dose at onset of
+ Day relative to s

at Screening

t

adverse event.

tart of study treatment.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

adverse event.

12SEP2016

Date of Table Generation:

Page 86
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

System Organ
C ass

GASTRO NTESTI NA
L DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

A0501104

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Dysphagi a*/
DI FFI CULTY TO SWALLOW

Haemat ochezi a*/
BLOOD FECES

Nausea*/
NAUSEA

Nausea*/
NAUSEA

Fati gue*/
FATI GUE

Fati gue*/
FATI GUE

B=Moxi f | oxaci n,

Page 87 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 50 MG 2/ 2 2/ 2 2.5 1.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(21JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 11/ 19 11/ 19 0 183.50 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(08JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Q her - decr eased bowel
movenent
A Active 100 MG 5/ 5 5/ 5 6.5 4.00 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(24JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
C Active 0 59/ 59 2/ 2 5.17 0.17 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(17AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active O 32/ 33 2/ 3 22.5 24.00 MLD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(22JUL2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
B Active O 35/ 45 5/ 15 10.5 240.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(03AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat nent - ener gent
** Dose at onset of adverse event.

+ Day relative to start of study treatnent.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.
SAE = Serious Adverse Event (according to Investigators assessnent).
Treatnment (Trt) columm gives study treatment at tine of adverse event.
odi ng dictionary applied.

MedDRA i v19. Oi C

Date of Reporting Dataset Creation:

12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

NERVOUS SYSTEM
DI SORDERS

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Di zzi ness*/
I NTERM TTENT DI ZZI NESS

Di zzi ness*/
| NTERM TTENT DI ZZI NESS

Head disconfort*/
HEAVY HEAD

Headache*/
| NTERM TTENT HEADACHE

Headache*/
| NTERM TTENT HEADACHE

Hyper hi dr osi s*/
SVEATI NG

Page 88 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 50 MG 2l 7 2/ 7 2.5 116.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(26JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 9/ 11 9/ 11 1.5 58.00 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(30JUN2016)  SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
A Active 100 MG 5/ 6 5/ 6 10.5 24.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(25JUN2016) SUBJECT ACTI O\
(NO ACTION) /
Study Drug
A Active 100 MG a4l 7 a4l 7 1.37 57.13 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(26JUN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
C Active O 59/ 62 2/ 5 0.67 70.00 MLD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(20AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 71 8 71 8 6.5 31.00 MLD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(27JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

Page 89 of 98

SERTRALI NE Prot ocol A0501104
Adverse Events
Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity SAE
SKI'N AND Rash macul ar*/ C Active 0 60/ 78 3/ 21 11. 67 431.00 M LD STUDY DRUG ACTI ON: NO
SUBCUTANEQUS MACULAR ERUPTI ON Resol ved (NO ACTI ON TAKEN)
Tl SSUE (05SEP2016) SUBJECT ACTI ON:
DI SORDERS (NO ACTION) /
Study Drug
VASCULAR Hot flush*/ A Active 200 MG 8/ 11 8/ 11 0.5 76.25 MLD STUDY DRUG ACTI O\ NO
DI SORDERS HOT FLUSHES Resol ved (NO ACTI ON TAKEN)
(30JUN2016)  SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
|
GASTRO NTESTI NA  Change of bowel habit*/ B Active O 1/ 11 1/ 11 5.92 238.75 M LD STUDY DRUG ACTI ON: NO
L DI SORDERS DECREASED BOAEL MOVEMENT Resol ved (NO ACTI ON TAKEN)
(30JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
PSYCHI ATRI C I nsomi a*/ B Active 0 6/ 10 6/ 10 10. 42 96.00 M LD/ STUDY DRUG ACTI ON: NO
DI SORDERS I NSOWI A Resol ved (NO ACTI ON TAKEN)
(29JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
]
CARDI AC Atrioventricular block fi C Active 0 71/ 73 14/ 16 0.75 46.97 M LD STUDY DRUG ACTI ON: NO
DI SORDERS rst degree*/ Resol ved (NO ACTI ON TAKEN)
| NTERM TTENT FI RST (31AUG2016) SUBJECT ACTI ON:

DEGREE AV BLOCK

(NO ACTION) /
Study Drug

Age and wei ght are

at Screening

* Treat nent - ener gent
** Dose at onset of adverse event.

+ Day relative to start of study treatnent.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnent period = day 1
[1 Values in brackets are inputed frominconplete dates and times.
SAE = Serious Adverse Event (according to Investigators assessment).

Treatnent (Trt) columm gives study treatnent at tinme of

adverse event.

12SEP2016 Date of Table Generation:

MVedDRA iv19A 0) coding dictionary applied.
Date of Reporting Dataset Creation:

17SEP2016 (21: 58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

EYE DI SORDERS

RESPI RATORY,
THORACI C AND
MEDI ASTI NAL
DI SORDERS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Ccul ar disconfort*/
RI GHT EYE DI SCOVFORT

Cough*/
COoUcH

Cough*/
| NTERM TTENT COUGH

Page 90 of 98

GASTRO NTESTI NA
L DI SORDERS

Abdomi nal disconfort*/

STOVACH DI SCOVFORT

Chapped i ps*/
CHAPPED LI PS

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
B Active 0 8/ 10 8/ 10 6.92 39.42 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29JUN2016) SUBJECT ACTI ON:
(TREATMENT G VEN)/
Study Drug
A Active 50 MG 31/ 58 1/ 28 6. 33 640.00 M LD/ STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(16AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Qther-viral infection
C Active 0 69/ 78 12/ 21 1.58 218.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(05SEP2016) SUBJECT ACTI ON:
(NO ACTION) /
Cther-air conditioning
A Active 50 MG 32/ 33 2/ 3 21.92 37.33 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(22JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 1/ 13 1/ 13 1.25 287.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(02JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are

at Screening

* Treat ment - emer gent

** Dose at onset of

+ Day relative to start of study treatnent.

adverse event.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

GASTRO NTESTI NA
L DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Di arr hoea*/
LOOSE STOOLS

Nausea*/
| NTERM TTENT NAUSEA

Nausea*/
| NTERM TTENT NAUSEA

Toot hache*/
DENTAL PAI N

Ast heni a*/
FEELI NG WEAK

Chest disconfort*/
THORACI C OPPRESSI ON

Page 91 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 50 MG 32/ 40 2/ 10 3.25 191.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 5/ 10 5/ 10 0.92 118.33 M LD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(29JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
A Active 50 MG 32/ 43 2/ 13 21.92 265.33 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(01AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
A Active 200 MG 38/ 44 8/ 14 8.25 138.50 MODERATE/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(02AUG2016) SUBJECT ACTI ON:
( TREATMENT G VEN) /
Study Drug
A Active 50 MG 32/ 36 2/ 6 3.25 91.00 MLD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(25JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 5/ 10 5/ 10 0.58 117.67 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

System Organ
C ass

METABOLI SM AND
NUTRI TI ON
DI SORDERS

MUSCUL OSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

NERVQUS SYSTEM
DI SORDERS

A0501104

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Decreased appetite*/

LACK OF APPETITE

Back pai n*/
PAIN LONER BACK

Back pain/
PAI' N LONER BACK

Muscul ar weakness*/
HAND WEAKNESS

Torticollis*/
TORTI COLLI S

Headache*/
HEADACHE

B=Moxi f | oxaci n,

Page 92 of 98

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
A Active 50 MG 32/ 47 2/ 17 23.25 359.00 M LD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(05AUG2016)  SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 29/ 31 29/ 31 367.75 40.25 M LD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(20JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
C her - ankwar d nmovenent
A Active 1/ 1 4.25 MLD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(20JUL2016) SUBJECT ACTI O\
(NO ACTION) /
Q her - ankwar d nmovenent
C Active O 5/ 6 5/ 6 0.5 21.75 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(25JUN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
C Active O 10/ 11 10/ 11 10. 25 30.25 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(30JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
B Active 0 61/ 62 4/ 5 6.5 16.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(20AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

odi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Med DRA i v19. Oi [

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertral i ne, B=Moxifl oxacin,

Page 93 of 98

System Organ
C ass

NERVOUS SYSTEM
DI SORDERS

PSYCH ATRI C
DI SORDERS

REPRODUCTI VE
SYSTEM AND
BREAST

DI SORDERS

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Headache*/
| NTERM TTENT HEADACHE

Par aest hesi a*/
LEFT HAND TI NGLI NG

I nsomi a*/
| NSOWNI A

I nsomi a/
1| NSOWNI A

Vagi nal haenorrhage*/
| NTERM TTENT SPOTTI NG

Acne*/
ACNE SPOTS

C=Pl acebo
Tr eat nent
Trt

Trt Phase Dose**
C Active 0

C Active 0

C Active 0

A Active

C Active O

C Active 0

9/ 10

31/ 58

12/ 14

13/ 17

9/ 10

31/ 31

1/ 28

12/ 14

13/ 17

400. 25

10. 25

(Hrs)

20.

646.

63.

86.

92

.75

25

00

00

SEVERI TY/
Qut comre

MODERATE/
Resol ved
(27JUN2016)

M LD/
Resol ved
(29JUN2016)

M LD
Resol ved
(16AUG2016)

M LD/
Resol ved
(16AUG2016)

M LD/
Resol ved
(03JUL2016)

M LD/
Resol ved
(06JUL2016)

ACTI OV
Causal ity

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(TREATMENT G VEN)/
Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

St udy Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatnent

= day 1

++ Day relative to first day of each treatment period. First day of each treatment period

[1 Values in brackets are inputed frominconplete dates
SAE = Serious Adverse Event (according to Investigators
Treatnment (Trt) columm gives study treatment at tine of

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation:

and tinmes.
assessnent) .
adverse event.

12SEP2016

Date of Table Generation:

Page 93

day 1

17SEP2016 (21: 58)



Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertral i ne, B=Moxifl oxacin,

MedDRA (v19. 0)

System Organ Preferred Term
C ass | NVESTI GATOR ENTRY
SKI N AND Eryt hema*/
SUBCUTANEQUS ERYTHEMA RI GHT THUMB
Tl SSUE
DI SORDERS
Hyper hi dr osi s*/
SWEATI NG
Sebor r hoea*/
ALY SKIN
VASCULAR Hot flush*/
DI SORDERS | NTERM TTENT HOT FLUSHES

Page 94 of 98

GASTRO NTESTI NA
L DI SORDERS

Change of bowel habit*/
DECREASED BOAEL MOVEMENT

C=Pl acebo
Adverse Event
St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
B Active 0 71/ 72 14/ 15 11.5 24.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(30AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active 0 3/ 11 3/ 11 10. 25 198.25 M LD STUDY DRUG ACTI O\
Resol ved (NO ACTI ON TAKEN)
(30JUN2016)  SUBJECT ACTI ON:
(NO ACTION) /
St udy Drug
C Active 0 3/ 16 3/ 16 10. 25 317.00 M LD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(05JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
C Active O 7/ 10 7/ 10 11.25 74.00 MLD/ STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(29JUN2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
A Active 50 MG 2/ 5 2/ 5 3.17 67.00 MLD STUDY DRUG ACTI ON:
Resol ved (NO ACTI ON TAKEN)
(24JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and wei ght are
* Treat ment - emrer gen
** Dose at onset of
+ Day relative to s

at Screening

t

adverse event.

tart of study treatment.

First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016 Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1

SERTRALI NE Pr ot ocol

Adverse Events

Treatnment Group: A=Sertraline,

A0501104

B=Moxi f | oxaci n,

Page 95 of 98

System Organ
C ass

GASTRO NTESTI NA
L DI SORDERS

GENERAL

DI SORDERS AND
ADM NI STRATI ON
SI TE CONDI TI ONS

I NFECTI ONS AND
| NFESTATI ONS

MUSCULOSKELETAL
AND CONNECTI VE
TI SSUE

DI SORDERS

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

Di arr hoea*/
LOOSE STOOLS

Par aest hesi a oral */
MOUTH PARESTHESI A

Feel i ng drunk*/
FEELI NG DRUNK

Asynpt onatic bacteriuria*

ASYMPTOVATI C BACTERI URI A

Muscl e spasns*/
MUSCULAR SPASMS

Muscul ar weakness*/
MUSCULAR VEAKNESS

C=Pl acebo
Tr eat nent
Trt

Trt Phase Dose**
A Active 50 MG
A Active 200 MG
A Active 100 MG
B Active O

A Active 200 MG
A Active 100 MG

71 11

64/ 72

12/ 17

71 11

4 4

7/ 15

12/ 17

4.67

10. 42

10.17

Duration
(Hrs)

106.

192.

120.

92.

00

.50

00

00

00

SEVERI TY/
Qut comre

M LD/
Resol ved
(20JUN2016)

M LD/
Resol ved
(30JUN2016)

M LD
Resol ved
(23JUN2016)

M LD/
Resol ved
(30AUG2016)

M LD/
Resol ved
(06JUL2016)

M LD/
Resol ved
(27JUN2016)

ACTI OV
Causal ity

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

St udy Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /

Study Drug

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /

Ct her-bacterial infection

STUDY DRUG ACTI ON:
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

STUDY DRUG ACTI O\
(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

Study Drug

Age and wei ght are at Screening
* Treat ment - emer gent
** Dose at onset of adverse event.

+ Day relative to start of study treatment.

++ Day relative to first day of each treatment period. First day of each treatment period

[1 Values in brackets are inputed frominconplete dates

SAE = Serious Adverse Event (according to Investigators

Treatnment (Trt) columm gives study treatment at tine of
odi ng dictionary applied.

Date of Reporting Dataset Creation:

Med DRA i v19. Oi [

First day of study treatnent
and tinmes.
assessnent) .
adverse event.

12SEP2016

= day 1

Date of Table Generation:

Page 95

day 1

17SEP2016 (21: 58)



Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

A0501104

Sertral i ne, B=Moxifl oxacin,

Page 96 of 98

System Organ
C ass

MedDRA (v19.0)
Preferred Term
| NVESTI GATOR ENTRY

ACTI OV
Causal ity

NERVOUS SYSTEM
DI SORDERS

PSYCH ATRI C
DI SORDERS

SKI'N AND
SUBCUTANEQUS
TI SSUE

DI SORDERS

Di zzi ness*/
DI ZZI NESS

I nsomi a*/
DI FFlI CULTY TO SLEEP

I nsomi a*/
| NSOWNI A

Ner vousness*/
FEELI NG NERVOUS

Rest | essness*/
RESTLESS LI MBS

Hyper hi dr osi s*/
| NTERM TTENT SWEATI NG

C=Pl acebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
-------------------------- St udy Day++/ Post
Trt Stop Stop Dose Duration SEVERITY/
Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone
A Active 200 MG 8/ 8 8/ 8 3.17 2.00 MLD
Resol ved
(27JUN2016)
B Active 0 60/ 62 3/ 5 8.42 50.00 MLD
Resol ved
(20AUG2016)
A Active 100 MG 6/ 13 6/ 13 10. 17 169.00 M LD/
Resol ved
(02JUL2016)
A Active 200 MG 11/ 15 11/ 15 3.17 97.00 MLD/
Resol ved
(04JUL2016)
A Active 200 MG 9/ 10 9/ 10 5.17 29.00 MLD
Resol ved
(29JUN2016)
A Active 200 MG 14/ 31 14/ 31 14.17 392.00 M LD/
Resol ved
(20JUL2016)

STUDY DRUG ACTI O\

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /

St udy Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI O\
(NO ACTION) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

STUDY DRUG ACTI ON:

(NO ACTI ON TAKEN)
SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are

at Screening

* Treat ment - emer gent

** Dose at onset of

+ Day relative to start of study treatment.

adverse event.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1
[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessnent).

Treatnment (Trt) columm gives study treatment at tine of adverse event.

MedDRA iv19. Oi codi ng dictionary applied.

Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation: 17SEP2016 (21:58)

Page 96



Table 16.2.7.1
SERTRALI NE Protocol A0501104
Adverse Events

Page 97 of 98

Treatnment G oup: A=Sertraline, B=Mxifloxacin, C=Placebo

St udy Peri od
Start  ---eseeeeeieieeeieneiaaas
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
System Organ Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
C ass | NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity SAE
VASCULAR Hot flush*/ Active 77 77 8.17 0.50 MLD STUDY DRUG ACTI ON:
DI SORDERS HOT FLUSH Resol ved (NO ACTI ON TAKEN)
(26JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
|
GASTRO NTESTI NA  Nausea*/ Active 60/ 66 3/ 9 3.33 139.00 M LD STUDY DRUG ACTI ON:
L DI SORDERS | NTERM TTENT NAUSEA Resol ved (NO ACTI ON TAKEN)
(24AUG2016) SUBJECT ACTI ON:
(NO ACTI ON) /
Study Drug
METABOLI SM AND  Decreased appetite*/ Active 60/ 65 3/ 8 11.83 110.00 M LD STUDY DRUG ACTI ON:
NUTRI TI ON LOSS OF APPETITE Resol ved (NO ACTI ON TAKEN)
DI SORDERS (23AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
MJUSCULOSKELETAL  Neck pai n*/ Active 33/ 37 3 7 11.08 83.00 M LD/ STUDY DRUG ACTI ON:
AND CONNECTI VE ~ NECK PAIN Resol ved (NO ACTI ON TAKEN)
Tl SSUE (26JUL2016) SUBJECT ACTI ON:
DI SORDERS (NO ACTION) /
Study Drug
Pain in extrem ty*/ Active 2/ 6 2/ 6 2.05 92.00 MLD STUDY DRUG ACTI ON:
PAIN Rl GHT LEG Resol ved (NO ACTI ON TAKEN)
(25JUN2016)  SUBJECT ACTI ON:

(NO ACTION) /
Study Drug

Age and wei ght are at Screening

* Treat ment - emer gent

** Dose at onset of adverse event.

+ Day relative to start of study treatnent. First day of study treatnent = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1

[1 Values in brackets are inputed frominconplete dates and tines.

SAE = Serious Adverse Event (according to Investigators assessment).

Treatnment (Trt) columm gives study treatnment at tine of adverse event.

MedDRA ivl9. Oi codi ng dictionary applied.
Date of Reporting Dataset Creation: 12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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Table 16.2.7.1
SERTRALI NE Pr ot ocol
Adverse Events

Treatnent G oup: A=

System Organ
C ass

NERVOUS SYSTEM
DI SORDERS

PSYCHI ATRI C
DI SORDERS

Page 98 of 98

A0501104
Sertraline, B=Moxifloxacin, C=Placebo
Adverse Event
St udy Peri od
Start s
Tr eat nent Day+/ Start Tine
MedDRA (v19.0) e St udy Day++/ Post
Preferred Term Trt Stop Stop Dose Duration SEVERITY/ ACTI OV
| NVESTI GATOR ENTRY Trt Phase Dose** Day + Day ++ (Hrs) (Hrs) CQutcone Causal ity
Di zzi ness*/ A Active 200 MG 65/ 71 8/ 14 0.33 144.00 M LD/ STUDY DRUG ACTI ON:
| NTERM TTENT DI ZZI NESS Resol ved (NO ACTI ON TAKEN)
(29AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Headache*/ B Active 0 31/ 37 1/ 7 11. 08 131. 00 MODERATE/ STUDY DRUG ACTI O\
HEADACHE Resol ved (NO ACTI ON TAKEN)
(26JUL2016) SUBJECT ACTI ON:
(TREATMENT G VEN)/
St udy Drug
Headache*/ A Active 50 MG 58/ 63 1/ 6 6.33 112.00 M LD STUDY DRUG ACTI ON:
HEADACHE Resol ved (NO ACTI ON TAKEN)
(21AUG2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
Enoti onal disorder*/ B Active O 34/ 37 41 7 11. 08 71.00 MLD STUDY DRUG ACTI ON:
CHANGES | N EMOTI ONAL Resol ved (NO ACTI ON TAKEN)
STATUS (26JUL2016) SUBJECT ACTI O\
(NO ACTI ON) /
Study Drug
I nsomi a*/ C Active O 4/ 8 4/ 8 5.08 104.00 M LD STUDY DRUG ACTI ON:
| NTERM TTENT | NSOWNI A Resol ved (NO ACTI ON TAKEN)
(27JUN2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug
I nsomi a*/ B Active 0 33/ 37 3 7 2.08 80.00 M LD/ STUDY DRUG ACTI ON:
LACK OF SLEEP Resol ved (NO ACTI ON TAKEN)
(26JUL2016) SUBJECT ACTI ON:
(NO ACTION) /
Study Drug

Age and weight are
* Treat ment - emer gen
** Dose at onset of

+ Day relative to start of study treatment.

at Screening
t
adverse event.

First day of study treatment = day 1

++ Day relative to first day of each treatment period. First day of each treatnment period = day 1

[1 Values in brackets are inputed frominconplete dates
SAE = Serious Adverse Event (according to Investigators
Treatnment (Trt) columm gives study treatment at tine of

MedDRA i v19. Oi codi

ng dictionary applied.

Date of Reporting Dataset Creation:

and tinmes.
assessnent) .
adverse event.
12SEP2016

Date of Table Generation: 17SEP2016 (21:58)
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