Statistics & Data Corporation
Version: Fina

The Surgeon CGeneral, Departnent of the Arny
Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al'l Adverse Events
I

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
ID Sol i cited? Preferred Term or Ongoi ng Seri ous? ness! Severity Dr ug Dr ug Qut cone?
2435- 041 CQ Az/ ARTHRALG A/ 2018-10-12/ No MId Unlikely Dose Not 3
Yes Muscul oskel etal and 2018-10-13 Rel at ed Changed
connective tissue
di sorders/
Arthral gia
CQ AzZ/ ARTHRALG A/ 2018-10- 18/ No MId Not Rel at ed Dose Not 3
Yes Muscul oskel etal and 2018-10-18 Changed
connective tissue
di sorders/
Arthral gia
CQ Az/ Dl ZZ| NESS/ 2018-10- 15/ No MId Unlikely Dose Not 3
Yes Ner vous system 2018-10- 15 Rel at ed Changed
di sorders/
Di zzi ness
CQ AzZ/ Dl ZZ| NESS/ 2018-10- 18/ No MId Not Rel at ed Dose Not 3
Yes Ner vous system 2018-10-18 Changed
di sorders/
Di zzi ness
CQ Az/ FATI GUE/ 2018-10- 01/ No MId Pr obabl y Dose Not 3
Yes General disorders and 2018-10-01 Rel at ed Changed
adm nistration site
condi ti ons/
Fati gue
CQ AzZ/ FATI GUE/ 2018-10- 05/ No MId Pr obabl y Dose Not 3
Yes General disorders and 2018-10-08 Rel at ed Changed

adm nistration site
condi tions/
Fati gue

Abbrevi ati ons: CQ AZ = Chl oroqui ne- Azi t hr onyci n;

CQ = Chl oroqui ne.

Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine

orally weekly

2] = Fatal; 2 = Not
Recoveri ng/ Resol vi ng;

C Adver se Events are coded using . ) )

11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizatiion or

in persistent or significant disability/inc
= ecover ed/ Not Resol’ved

6 = Unknown.

acity;

7P

Medi cal Dictionary for

5 = Congenita
= Recover ed/ Resol ved;

anomal y/ birth defect; -
Recover ed/ Resol ved wi th Sequel ae;

Regul atory Activities Version 21.1. )
prol ongatii on of existing hospitalization; 4 = Results
6 = Other nedi caI5I

Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50

Confidenti al
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Statistics & Data Corporation

The Surgeon CGeneral, Departnent of the Arny
Ver sion: Final Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al'l Adverse Events
Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
ID Sol i cited? Preferred Term or Ongoi ng Seri ous? ness! Severity Dr ug Dr ug Qut cone?
CQ AZ/ FATI GUE/ 2018-10-12/ No MId Unlikely Dose Not 3
Yes General disorders and 2018-10-12 Rel at ed Changed
adm nistration site
condi ti ons/
Fati gue
CQ Az/ FATI GUE/ 2018-10- 16/ No MId Unlikely Dose Not 3
Yes General disorders and 2018-10-16 Rel at ed Changed
adm nistration site

condi tions/
Fati gue

Abbrevi ati ons:
Not e:
orally weekly. )
11 = Death; "2 = Life-Threatening; 3 =
in persistent or si
2] = Fatal; 2 = Not
Recoveri ng/ Resol vi ng;
Sour ce:

ecover ed/ Not Resol’ved;
6 = Unknown.

CQ AZ = Chl oroqui ne- Azi t hr omyci n;
CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronmycin orally weekly. CQ group receives 300 ng of Chloroquine

Regul atory Activities Version 21.1. )
prol ongatii on of existing hospitalization;
6 = Other nedi caI5I

Adverse Events are coded usin

ni ficant disability/i ncaspaci ty;

CQ = Chl oroqui ne.

Medi cal

Requi res inpatient hospitalization or
5 = Congenital
= Recover ed/ Resol ved;

Di ctionary for

anomal y/ birth defect;

4 = Recovered/ Resol ved with Sequel ae;

& Proprietary

4 = Results
y inportant event.

SDC- P: \ Pr oj ect s\ WRAI R\ VWRAI R 2435\ St ati stics\Progranms\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
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Statistics & Data Corporation
Version: Fina

The Surgeon CGeneral, Departnent of the Arny
Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al'l Adverse Events
I

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
1D Sol i cited? Preferred Term or Ongoi ng Seri ous? ness? Severity Dr ug Dr ug Qut cone?
2435- 041 CQ Az/ FATI GUE/ 2018-10- 18/ No MId Not Rel at ed Dose Not 3
Yes General disorders and 2018-10-18 Changed
adm nistration site
condi ti ons/
Fati gue
CQ Az/ MYALA A/ 2018-10- 18/ No MId Not Rel at ed Dose Not 3
Yes Muscul oskel etal and 2018-10-18 Changed
connective tissue
di sorders/
Myal gi a
CQ AzZ/ Mal ari a/ 2018-11-14/ No MId Possi bl y Not 3
No I nfections and 2018-11-16 Rel at ed Appl i cabl e
i nfestations/
Mal ari a
CQ Az/ PRURI TUS/ 2018-10- 18/ No MId Not Rel at ed Dose Not 3
Yes Ski n and subcut aneous 2018-10-18 Changed
tissue disorders/
Pruritus
CqQ AzZ/ Schi zophr eni a/ 2018-11-17/ Yes 6 Severe Unlikely Not 4
No Psychi atric di sorders/ 2019- 03-18 Rel at ed Appl i cabl e
Schi zophr eni a
2435- 042 cqQ Al lergic Reaction to M/ 2018-10-19/ No Moderate Not Rel ated Not 3
No I mmune system 2018-10- 22 Appl i cabl e
di sorders/
Dr ug
hypersensitivity
cqQ Local Hypersensitivity/ 2018-10- 05/ No Moderate Not Rel ated Dose Not 3
No I mmune system 2018-10-08 Changed

di sorders/
Allergy to
arthropod bite

Abbr evi ati ons:

orally weekly
11 = Death; 2
i n persistent
2] = Fatal
Recoveri ng/ Resol vi ng;

or Si
= Not

CQ AZ = Chl oroqui ne- Azi t hr omyci n;
Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine

Regul atory Activities Version 21.1. )
prol ongatii on of existing hospitalization
6 = Other nedi caI5I

C Adver se Events are coded using . ) )

= Life-Threatening; 3 = Requires inpatient hospitalization or
ni ficant disability/incgfacity;

ecover ed/ Not Resol’ved

6 = Unknown.

CQ = Chl oroqui ne.

Medi cal Dictionary for

5 = Congenita
= Recover ed/ Resol ved;

anomal y/ birth defect; -
Recover ed/ Resol ved wi th Sequel ae;

Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
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Statistics & Data Corporation

Ver si on:

Fi nal

The Surgeon CGeneral, Departnent of the Arny

Listing 16.2.7.1
Al Adverse Events
|

Study: S-16-06 (WRAIR 2435)

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
1D Sol i cited? Preferred Term or Ongoi ng Seri ous? ness? Severity Dr ug Dr ug Qut cone?
cQ Mal ari a/ 2018-10- 18/ No Mbder at e Unlikely Not 3
No Infections and 2018-10- 22 Rel at ed Appl i cabl e
i nfestations/
Mal ari a
cqQ PRURI TUS/ 2018-10- 04/ No MId Not Rel at ed Dose Not 3
Yes Ski n and subcut aneous 2018-10-08 Changed
tissue disorders/
Pruritus

Abbrevi ati ons: CQ AZ = Chl oroqui ne- Azi t hr onyci n;
Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine

orally weekly

Recovering/ Resol ving; 6 = Unknown.
SDC- P: \ Pr oj ect s\ WRAI R\ VWRAI R 2435\ St ati stics\Progranms\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50

Sour ce:

CQ = Chl oroqui ne.

Confidential & Proprietary

C Adver se Events are coded using Medical Dictionary for Regulatory Activities Version 21.1.
11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizatiion or
iln peFrsti sltent or significant disability/inc
2] = Fatal;

prol ongatii on of existing hospitalization; 4 = Results
aspaci ty; 5 = Congenital anomaly/birth defect; 6 = Other nedicall
2 = Not Recovered/ Not Resol’ved; = Recovered/ Resol ved; 4 = Recovered/ Resol ved wi th Sequel ae;

y inportant event.
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Statistics & Data Corporation
Version: Fina

The Surgeon CGeneral, Departnent of the Arny
Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al'l Adverse Events
I

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
ID Sol i cited? Preferred Term or Ongoi ng Seri ous? ness! Severity Dr ug Dr ug Qut cone?
2435-042 cqQ VAG NAL YEAST | NFECTI ON/ 2018- 09- 26/ No MId Unlikely Dose Not 3
Yes Infections and 2018-10- 04 Rel at ed Changed
i nfestations/
Vul vovagi na
mycotic infection
2435- 044 CQ Az/ MYALG A/ 2018-10- 21/ No MId Not Rel at ed Dose Not 3
Yes Muscul oskel etal and 2018-10- 22 Changed
connective tissue
di sorders/
Myal gi a
CcQ Az/ Mal ari a/ 2018-11- 29/ No MId Not Rel at ed Not 3
No I nfections and 2018-11-30 Appl i cabl e
i nfestations/
Mal ari a
CQ Az/ NAUSEA/ 2018- 09- 24/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018- 09- 24 Rel at ed Changed
di sorders/
Nausea
CQ Az/ NAUSEA/ 2018-10- 08/ No Moderate Definitely Dose Not 3
Yes Gastroi ntesti nal 2018-10-08 Rel at ed Changed
di sorders/
Nausea
CQ Az/ NAUSEA/ 2018-10- 15/ No Moderate Definitely Dose Not 3
Yes Gastroi ntesti nal 2018-10-15 Rel at ed Changed
di sorders/
Nausea
Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.
Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine
orally weekly. Adverse Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )
11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizati'on or prol ongation of existing hospitalization; 4 = Results
in persistent or significant disability/incgfacity; 5 = Congenital anomaly/birth defect; 6 = Other nedically inportant event.
2] = Fatal; 2 = Not Recovered/ Not Resol’ved; = Recover ed/ Resol ved; = Recovered/ Resol ved with Sequel ae; 5=
Recovering/ Resol ving; 6 = Unknown.
Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
Confidential & Proprietary Page 5 of 26



Statistics & Data Corporation The Surgeon CGeneral, Departnent of the Arny

Ver sion: Final Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1

Al Adverse Events
|

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
1D Sol i cited? Preferred Term or Ongoi ng Seri ous? ness? Severity Dr ug Dr ug Qut cone?
2435- 046 CQ AZ/ DI ARRHEA/ 2018- 09-17/ No MId Definitely Dose Not 3
Yes Gastroi ntesti nal 2018- 09-17 Rel at ed Changed
di sorders/
Di arr hoea
CQ Az/ DI ARRHEA/ 2018- 09- 24/ No MId Definitely Dose Not 3
Yes Gastroi ntesti nal 2018- 09- 24 Rel at ed Changed
di sorders/
Di arr hoea

Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.
Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine
orally weekly. Adverse Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )

11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizati'on or prol ongation of existing hospitalization; 4 = Results
in persistent or significant disability/incgfacity; 5 = Congenital anomaly/birth defect; 6 = Other nedically inportant event.
2] = Fatal; 2 = Not Recovered/ Not Resol’ved; = Recovered/ Resol ved; 4 = Recovered/ Resol ved wi th Sequel ae; =
Recovering/ Resol ving; 6 = Unknown.
Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
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Statistics & Data Corporation
Version: Fina

The Surgeon CGeneral, Departnent of the Arny
Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al'l Adverse Events
I

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
ID Sol i cited? Preferred Term or Ongoi ng Seri ous? ness! Severity Dr ug Dr ug Qut cone?
2435- 046 CcqQ Az/ Mal ari a/ 2018-10- 13/ No MId Unli kel y Not 3
No Infections and 2018-10-17 Rel at ed Appl i cabl e
i nfestations/
Mal ari a
CQ AzZ/ NAUSEA/ 2018-09-17/ No Severe Definitely Dose Not 3
Yes Gastroi ntesti nal 2018- 09-17 Rel at ed Changed
di sorders/
Nausea
CQ Az/ NAUSEA/ 2018- 09- 24/ No Severe Definitely Dose Not 3
Yes Gastroi ntesti nal 2018- 09- 24 Rel at ed Changed
di sorders/
Nausea
CQ AzZ/ PRURI TUS/ 2018-10- 04/ No MId Definitely Dose Not 3
Yes Ski n and subcut aneous 2018-10-18 Rel at ed Changed
tissue disorders/
Pruritus
CQ AzZ/ Ri ght shoul der pain/ 2018-10- 03/ No MId Not Rel at ed Dose Not 3
No Muscul oskel etal and 2018-10-09 Changed
connective tissue
di sorders/
Muscul oskel et al
pain
CqQ AzZ/ VAG NAL YEAST | NFECTI ON/ 2018-10- 16/ No MId Pr obabl y Not 3
Yes Infections and 2018-10- 22 Rel at ed Appl i cabl e
i nfestations/
Vul vovagi na
mycotic infection
CQ AzZ/ post Abdoni nopl asty pai/ 2019- 03- 04/ No Moderate Not Rel ated Not 5
No Injury, poisoning and ONGO NG Appl i cabl e

pr ocedur al
conplications/
Procedural pain

Abbrevi ati ons: CQ AZ = Chl oroqui ne- Azi t hr onyci n;

CQ = Chl oroqui ne.

Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine

orally weekly

C Adver se Events are coded using . ) )
11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizatiion or

in persistent or significant disability/inc

2] = Fatal; 2 = Not
Recoveri ng/ Resol vi ng;

ecover ed/ Not Resol’ved

6 = Unknown.

acity;

Medi cal Dictionary for

5 = Congenita
= Recover ed/ Resol ved;

anomal y/ birth defect; -
Recover ed/ Resol ved wi th Sequel ae;

Regul atory Activities Version 21.1. )
prol ongatii on of existing hospitalization; 4 = Results
6 = Other nedi caI5I

Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50

Confidenti al

& Proprietary

y inportant event.
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Statistics & Data Corporation

The Surgeon Ceneral,

Departnment of the Arny

Ver sion: Final Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al'l Adverse Events
Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
ID Sol i cited? Preferred Term or Ongoi ng Seri ous? ness! Severity Dr ug Dr ug Qut cone?
2435- 047 CcqQ Az/ Mal ari a/ 2018-11- 09/ No MId Unli kel y Not 3
No Infections and 2018-11-11 Rel at ed Appl i cabl e
i nfestations/
Mal ari a
CQ AzZ/ NAUSEA/ 2018-10- 15/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018-10-15 Rel at ed Changed
di sorders/
Nausea

Abbr evi ati ons:
Not e:
orally weekly

CQ AZ = Chl oroqui ne- Azi t hr omyci n;
CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronmycin orally weekly. CQ group receives 300 ng of Chloroquine

Adverse Events are coded usin Regul atory Activities Version 21.1.

CQ = Chl oroqui ne.

Medi cal Dictionary for

11 = Death; "2 = Life-Threat ening;

3 =

Requi res inpatient hospitalization or

prol ongatii on of existing hospitalization;

4 = Results

i n persistent

or

Si

5 = Congenital

anomal y/ birth defect;

2] = Fatal; 2 = Not
Recoveri ng/ Resol vi ng;
Sour ce:

ecover ed/ Not Resol’ved;
6 = Unknown.

ni ficant disability/i ncaspaci ty;

= Recover ed/ Resol ved;

Confidenti al

4 = Recovered/ Resol ved with Sequel ae;

& Proprietary

6 = O her nedi caI5I

y inportant event.

SDC- P: \ Pr oj ect s\ WRAI R\ VWRAI R 2435\ St ati stics\Progranms\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
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Statistics & Data Corporation
Version: Fina

The Surgeon CGeneral, Departnent of the Arny
Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al'l Adverse Events
I

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
1D Sol i cited? Preferred Term or Ongoi ng Seri ous? ness? Severity Dr ug Dr ug Qut cone?
2435- 049 CQ Az/ DI ARRHEA/ 2018-10- 01/ No MId Definitely Dose Not 3
Yes Gastroi ntesti nal 2018-10-01 Rel at ed Changed
di sorders/
Di arr hoea
CqQ AzZ/ El evat ed Aspartate Am n/ 2018-11-01/ No Mbder at e Unlikely Dose Not 5
No I nvestigations/ ONGO NG Rel at ed Changed
Aspartate
am notr ansf er ase
i ncreased
CqQ AzZ/ Mal ari a/ 2018-11-01/ No MId Unlikely Dose Not 3
No I nfections and 2018-11-07 Rel at ed Changed
i nfestations/
Mal ari a
CQ Az/ NAUSEA/ 2018- 09- 24/ No Severe Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018- 09- 24 Rel at ed Changed
di sorders/
Nausea
CQ Az/ NAUSEA/ 2018-10- 01/ No Severe Definitely Dose Not 3
Yes Gastroi ntesti nal 2018-10-01 Rel at ed Changed
di sorders/
Nausea
CQ Az/ NAUSEA/ 2018-10- 15/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018-10-15 Rel at ed Changed
di sorders/
Nausea
CQ Az/ PRURI TUS/ 2018-10- 04/ No MId Definitely Dose Not 3
Yes Ski n and subcut aneous 2018-10-13 Rel at ed Changed
tissue disorders/
Pruritus
Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.
Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine
orally weekly. Adverse Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )
11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizati'on or prol ongation of existing hospitalization; 4 = Results
in persistent or significant disability/incgfacity; 5 = Congenital anomaly/birth defect; 6 = Other nedically inportant event.
2] = Fatal; 2 = Not Recovered/ Not Resol’ved; = Recover ed/ Resol ved; = Recovered/ Resol ved with Sequel ae; 5=
Recovering/ Resol ving; 6 = Unknown.
Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
Confidential & Proprietary Page 9 of 26



Statistics & Data Corporation The Surgeon CGeneral, Departnent of the Arny
Ver si on: Final

Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al Adverse Events
|

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
ID Sol i cited? Preferred Term or Ongoi ng Seri ous? ness! Severity Dr ug Dr ug Qut cone?
CQ AzZ/ rash on right forearmd/ 2018-10- 04/ No MId Not Rel at ed Dose Not 3
No Injury, poisoning and 2018-10-16 Changed
pr ocedur al
conplications/
Arthropod bite
2435- 051 cqQ Mal ari a/ 2018-10- 16/ No Moder at e Unlikely Not 3
No I nfections and 2018-10-19 Rel at ed Appl i cabl e
i nfestations/

Mal ari a

Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.

Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine
orally weekly. Adverse Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )

11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizati'on or prol ongation of existing hospitalization; 4 = Results

in persistent or significant disability/i ncaspaci ty; 5 = Congenital anomaly/birth defect; 6 = Gther nedically inportant event.

2] = Fatal; 2 = Not Recovered/ Not Resol’ved; = Recovered/ Resol ved; 4 = Recovered/ Resol ved wi th Sequel ae; =

Recovering/ Resol ving; 6 = Unknown.

Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
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Statistics & Data Corporation The Surgeon CGeneral, Departnent of the Arny

Ver sion: Final Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al'l Adverse Events
Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
1D Sol i cited? Preferred Term or Ongoi ng Seri ous? ness? Severity Dr ug Dr ug Qut cone?
2435- 051 cqQ PRURI TUS/ 2018-10- 04/ No MId Definitely Dose Not 3
Yes Ski n and subcut aneous 2018-10- 04 Rel at ed Changed
tissue disorders/
Pruritus
cqQ Si nus Congesti on/ 2018-10- 03/ No Moderate Not Rel ated Dose Not 3
No Respiratory, thoracic 2018-10- 05 Changed
and medi asti nal
di sorders/
Si nus congestion
2435- 052 CQ AzZ/ CHI LLS/ 2018-10- 18/ No MId Not Rel at ed Dose Not 3
Yes General disorders and 2018-10-18 Changed
adm nistration site
condi ti ons/
Chills
CQ AzZ/ DI ARRHEA/ 2018- 09- 24/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018- 09- 24 Rel at ed Changed
di sorders/
Di arr hoea
CQ AzZ/ DI ARRHEA/ 2018-10- 15/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018-10-15 Rel at ed Changed
di sorders/
Di arr hoea
CQ Az/ NAUSEA/ 2018-10- 15/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018-10-15 Rel at ed Changed
di sorders/
Nausea
CqQ AzZ/ Tachycar di a/ 2018- 09- 24/ No MId Not Rel at ed Dose Not 3
No Cardi ac di sorders/ 2018-10-01 Changed

Tachycardi a

Abbrevi ati ons: CQ AZ = Chl oroqui ne- Azi t hr onyci n;

CQ = Chl oroqui ne.

Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine

orally weekly

Adverse Events are coded usin

Medi cal

Di ctionary for

11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizatiion or

in persistent or s
2] = Fatal; 2 = Not
Recoveri ng/ Resol vi ng;

ni ficant disability/inc
ecover ed/ Not Resol’ved

6 = Unknown.

acity;

7P

5 = Congenita
= Recover ed/ Resol ved;

anomal y/ birth defect; -
4 = Recovered/ Resol ved with Sequel ae;

Regul atory Activities Version 21.1. )
prol ongatii on of existing hospitalization
6 = Other nedi caI5I
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Statistics & Data Corporation

The Surgeon CGeneral, Departnent of the Arny
Ver sion: Final Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al'l Adverse Events
Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
1D Sol i cited? Preferred Term or Ongoi ng Seri ous? ness? Severity Dr ug Dr ug Qut cone?
2435- 055 CQ Az/ ABDOM NAL PAI N/ 2018-10- 01/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018-10-01 Rel at ed Changed
di sorders/
Abdom nal pain

Abbr evi ati ons:

Not e:
1] =

Sour ce:

oral l'y weekl
Deat h; y2 = Y
i n persistent
2] = Fatal; 2 =
Recoveri ng/ Resol vi ng;

CQ AZ = Chl oroqui ne- Azi t hr omyci n;

Li fe-Threatening; 3 =
or Si
= Not Recovered/ Not Resol’ved;

6 = Unknown.

Adver se Events are coded using . ) )
Requi res inpatient hospitalization or
ni ficant disability/i ncaspaci ty;

= Recover ed/ Resol ved;

CQ = Chl oroqui ne.

Medi cal Dictionary for

5 = Congenital anomaly/birth defect;

4 =

CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronmycin orally weekly. CQ group receives 300 ng of Chloroquine

Regul atory Activities Version 21.1. )
prol ongatii on of existing hospitalization;

6 = Ot her nedicall
Recover ed/ Resol ved wi th Sequel ae; 5

4 = Results
y inportant event.

SDC- P: \ Pr oj ect s\ WRAI R\ VWRAI R 2435\ St ati stics\Progranms\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
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Statistics & Data Corporation
Version: Fina

The Surgeon CGeneral, Departnent of the Arny
Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al'l Adverse Events
I

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
ID Sol i cited? Preferred Term or Ongoi ng Seri ous? ness! Severity Dr ug Dr ug Qut cone?
2435- 055 CQ Az/ DI ARRHEA/ 2018-10- 15/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018-10-15 Rel at ed Changed
di sorders/
Di arr hoea
CqQ AzZ/ Fracture to right 2nd m 2018-10- 25/ No MId Not Rel at ed Not 3
No I njury, poisoning and 2018-11-23 Applicabl e
pr ocedur al
conplications/
Foot fracture
CQ Az/ Muscl e Strain/ 2018- 09- 28/ No MId Not Rel at ed Dose Not 3
No Injury, poisoning and 2018-10-10 Changed
pr ocedur al
conplications/
Miuscl e strain
2435- 056 CcQ Az/ Arm Muscl e Pai n/ 2018-10-19/ No MId Not Rel at ed Dose Not 3
No Muscul oskel etal and 2018-10-21 Changed
connective tissue
di sorders/
Myal gi a
CcqQ Az/ HEADACHE/ 2018-12-13/ No MId Unli kel y Not 3
Yes Ner vous system 2018-12-13 Rel at ed Applicabl e
di sorders/
Headache
CqQ AzZ/ Hi ves/ 2018-10- 24/ No MId Unlikely Dose Not 3
No Ski n and subcut aneous 2018-10- 25 Rel at ed Changed
tissue disorders/
Uticaria
CqQ AzZ/ Hypersensitivity Reacti/ 2018-10- 04/ No MId Not Rel at ed Dose Not 3
No I mmune system 2018-10-09 Changed
di sorders/
Allergy to
arthropod bite
Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.
Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine
orally weekly. Adverse Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )
11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizati'on or prol ongation of existing hospitalization; 4 = Results

in persistent or significant disability/incgfacity;
= ecover ed/ Not Resol’ved

2] = Fatal; 2 = Not
Recoveri ng/ Resol vi ng;

6 = Unknown.

5 = Congenita
= Recover ed/ Resol ved;

anomal y/ birth defect; -
Recover ed/ Resol ved wi th Sequel ae;

6 = O her nedi caI5I

Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
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Statistics & Data Corporation The Surgeon CGeneral, Departnent of the Arny
Version: Fina

Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al Adverse Events
|

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
1D Sol i cited? Preferred Term or Ongoi ng Seri ous? ness? Severity Dr ug Dr ug Qut cone?
CcQ Az/ MYALA A/ 2018-10- 15/ No MId Not Rel at ed Dose Not 3
Yes Muscul oskel etal and 2018-10- 15 Changed
connective tissue
di sorders/
Myal gi a
CQ AzZ/ Mal ari a/ 2018-11-04/ No Severe Unlikely Not 3
No Infections and 2018-11-17 Rel at ed Appl i cabl e
i nfestations/
Mal ari a

Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.

Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine
orally weekly. Adverse Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )

11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizati'on or prol ongation of existing hospitalization; 4 = Results

in persistent or significant disability/incgfacity; 5 = Congenital anomaly/birth defect; 6 = Other nedical

2] = Fatal; 2 = Not Recovered/ Not Resol’ved; = Recovered/ Resol ved; 4 = Recovered/ Resol ved wi th Sequel ae;

Recovering/ Resol ving; 6 = Unknown.

Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
Confidential & Proprietary
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Statistics & Data Corporation
Version: Fina

The Surgeon CGeneral, Departnent of the Arny
Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al'l Adverse Events
I

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
1D Sol i cited? Preferred Term or Ongoi ng Seri ous? ness? Severity Dr ug Dr ug Qut cone?
2435- 056 CQ Az/ NAUSEA/ 2018-10- 15/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018-10-15 Rel at ed Changed
di sorders/
Nausea
CcqQ Az/ NAUSEA/ 2018-12-13/ No MId Unli kel y Not 3
Yes Gastroi ntesti nal 2018-12-13 Rel at ed Appl i cabl e
di sorders/
Nausea
CQ Az/ PRURI TUS/ 2018-10- 04/ No MId Unlikely Dose Not 3
Yes Ski n and subcut aneous 2018-10- 04 Rel at ed Changed
tissue disorders/
Pruritus
CQ AzZ/ PRURI TUS/ 2018-10- 24/ No MId Unlikely Dose Not 3
Yes Ski n and subcut aneous 2018-10- 25 Rel at ed Changed
tissue disorders/
Pruritus
CQ AzZ/ Upper Respiratory Infec/ 2018-10- 31/ No Moderate Not Rel ated Not 3
No I nfections and 2018-11-04 Appl i cabl e
i nfestations/
Upper respiratory
tract infection
CQ AzZ/ VOM TI NG 2018-10- 15/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018-10-15 Rel at ed Changed
di sorders/
Vomi ting
2435- 057 cqQ ABDOM NAL PAI N/ 2018-10-12/ No MId Not Rel at ed Dose Not 3
Yes Gastroi ntesti nal 2018-10-12 Changed
di sorders/
Abdom nal pain
Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.
Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine
orally weekly. Adverse Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )
11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizati'on or prol ongation of existing hospitalization; 4 = Results

i n persistent
2] = Fatal
Recoveri ng/ Resol vi ng;

or Si
= Not

ni ficant disability/incgfacity;
ecover ed/ Not Resol’ved

6 = Unknown.

5 = Congenita
= Recover ed/ Resol ved;

anomal y/ birth defect; -
Recover ed/ Resol ved wi th Sequel ae;

6 = O her nedi caI5I

Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
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Statistics & Data Corporation The Surgeon CGeneral, Departnent of the Arny
Version: Fina

Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al Adverse Events
|

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
1D Sol i cited? Preferred Term or Ongoi ng Seri ous? ness? Severity Dr ug Dr ug Qut cone?
cQ Hypersensitivity to Mos/ 2018-10- 08/ No MId Not Rel at ed Dose Not 3
No I mmune system 2018-10-09 Changed
di sorders/
Allergy to
arthropod bite
cqQ MYALA A/ 2018-10- 10/ No Moderate Not Rel ated Dose Not 3
Yes Muscul oskel etal and 2018-10- 15 Changed
connective tissue
di sorders/
Myal gi a

Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.

Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine
orally weekly. Adverse Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )

11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizati'on or prol ongation of existing hospitalization; 4 = Results

in persistent or significant disability/incgfacity; 5 = Congenital anomaly/birth defect; 6 = Other nedically inportant event.

2] = Fatal; 2 = Not Recovered/ Not Resol’ved; = Recovered/ Resol ved; 4 = Recovered/ Resol ved wi th Sequel ae; =

Recovering/ Resol ving; 6 = Unknown.

Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
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Statistics & Data Corporation
Ver sion: Final

Listing 16.2.7.1
Al'l Adverse Events
I

The Surgeon CGeneral, Departnent of the Arny
Study: S-16-06 (WRAIR 2435)

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
ID Sol i cited? Preferred Term or Ongoi ng Seri ous? ness! Severity Dr ug Dr ug Qut cone?
2435- 057 cqQ Mal ari a/ 2018-10- 14/ No Mbder at e Unlikely Dose Not 3
No Infections and 2018-10-15 Rel at ed Changed
i nfestations/
Mal ari a
cqQ PRURI TUS/ 2018-10- 04/ No MId Possi bl y Dose Not 3
Yes Ski n and subcut aneous 2018-10-08 Rel at ed Changed
tissue disorders/
Pruritus
cqQ Viral Upper Respiratory/ 2018-11- 29/ No MId Not Rel at ed Not 5
No I nfections and ONGO NG Appl i cabl e
i nfestations/
Viral upper
respiratory tract
i nfection
2435- 059 CQ AzZ/ DI ARRHEA/ 2018-10- 22/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018-10- 23 Rel at ed Changed
di sorders/
Di arr hoea
CQ AzZ/ FATI GUE/ 2018-10-12/ No MId Unlikely Dose Not 3
Yes General disorders and 2018-10-13 Rel at ed Changed
adm nistration site
condi ti ons/
Fati gue
CQ AzZ/ Gast r oesophageal Refl ux/ 2019- 04- 08/ No MId Unlikely Not 5
No Gastroi ntesti nal ONGO NG Rel at ed Appl i cabl e
di sorders/

Gast r ooesophagea
refl ux di sease

Abbrevi ati ons: CQ AZ = Chl oroqui ne- Azi t hr onyci n;

CQ = Chl oroqui ne.

Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine

orally weekly

2] = Fatal; 2 = Not Recovered/ Not Resolved
Recovering/ Resol ving; 6 = Unknown.

C Adver se Events are coded using . ) )
11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizatiion or
in persistent or significant disability/incgfacity;

5 = Congenita
= Recover ed/ Resol ved;

Medi cal Dictionary for

Regul atory Activities Version 21.1. )
prol ongatii on of existing hospitalization; 4 = Results
anomal y/ birth defect;

6 = Ot her nedi caI5I y inportant event.

Recover ed/ Resol ved wi th Sequel ae;

Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
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Statistics & Data Corporation

Ver si on: Fina

Listing 16.2.7.1
Al Adverse Events
|

The Surgeon CGeneral, Departnent of the Arny

Study: S-16-06 (WRAIR 2435)

Al Enrolled Subjects
Act ual Adver se Event/ Onset Date/ Rel ati onship Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
1D Sol i cited? Preferred Term or Ongoi ng Seri ous? Severity Dr ug Dr ug Qut cone?
CQ AZ/ HEADACHE/ 2018-10- 05/ No Mbder at e Pr obabl y Dose Not 3
Yes Ner vous system 2018-10-05 Rel at ed Changed
di sorders/
Headache
CcQ Az/ Mal ari a/ 2018-11- 03/ No Moderate Not Rel ated Not 3
No Infections and 2018-11-29 Appl i cabl e
i nfestations/
Mal ari a
CQ AzZ/ PRURI TUS/ 2018-10- 04/ No MId Not Rel at ed Dose Not 3
Yes Ski n and subcut aneous 2018-10- 04 Changed
tissue disorders/
Pruritus

Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.
Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine

Adver se Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )
Requi res inpatient hospitalizati'on or prolongation of existing hospitalization; 4 = Results

orally weekly.
11 = Death;)g = Li?%-

in persistent or significant disability/incgfacity; 5 = Congenital anomaly/birth defect;
= ecover ed/ Not Resol’ved

2] = Fatal; 2 = Not
Recoveri ng/ Resol vi ng;

Thr eat eni ng

6 = Unknown.

3

6 = Ot her nedicall
= Recovered/ Resol ved; 4 = Recovered/ Resol ved with Sequel ae; 5

y inportant event.

Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
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Statistics & Data Corporation
Ver sion: Final

Listing 16.2.7.1
Al'l Adverse Events
I

The Surgeon CGeneral, Departnent of the Arny
Study: S-16-06 (WRAIR 2435)

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
ID Sol i cited? Preferred Term or Ongoi ng Seri ous? ness! Severity Dr ug Dr ug Qut cone?
2435- 059 CqQ AzZ/ Ri ght Knee Pai n/ 2018-10-12/ No MId Not Rel at ed Dose Not 3
No Muscul oskel etal and 2018-10-13 Changed
connective tissue
di sorders/
Arthral gi a
2435- 060 cqQ Consti pati on/ 2018-10- 18/ No Moderate Definitely Dose Not 3
No Gastroi ntesti nal 2018-10- 28 Rel at ed Changed
di sorders/
Consti pati on
cqQ Mal ari a/ 2018-10- 18/ No Moderate Not Rel ated Dr ug 3
No I nfections and 2018-10- 22 W t hdr awn
i nfestations/
Mal ari a
cqQ PRURI TUS/ 2018-10- 04/ No MId Not Rel at ed Dose Not 3
Yes Ski n and subcut aneous 2018-10- 04 Changed
tissue disorders/
Pruritus
2435- 067 cqQ Hypert ensi on/ 2018-09- 17/ No Mbder at e Unlikely Dose Not 5
No Vascul ar di sorders/ ONGO NG Rel at ed Changed
Hypert ensi on
cqQ Mal ari a/ 2018-10- 15/ No Moderate Not Rel ated Dr ug 3
No I nfections and 2018-10-19 W't hdr awn

i nfestations/
Mal ari a

Abbr evi ati ons:

CQ AZ = Chl oroqui ne- Azi t hr omyci n;

CQ = Chl oroqui ne.

Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine

C ) ) 1 Medical Dictionary for
Li fe-Threatening; 3 = Requires inpatient hospitalization or

orally weekly
11 = Death; 2
i n persistent
2] = Fatal
Recoveri ng/ Resol vi ng;

or

S

ni ficant disability/inc
Not

ecover ed/ Not Resol’ved

Adverse Events are coded usin

6 = Unknown.

acity;

7P

5 = Congenita
= Recover ed/ Resol ved;

anomal y/ birth defect; -
4 = Recovered/ Resol ved with Sequel ae;

Regul atory Activities Version 21.1. )
prol ongatii on of existing hospitalization
6 = Other nedi caI5I

Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
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Statistics & Data Corporation The Surgeon CGeneral, Departnent of the Arny

Ver sion: Final Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1

Al Adverse Events
|

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
1D Sol i cited? Preferred Term or Ongoi ng Seri ous? ness? Severity Dr ug Dr ug Qut cone?
2435- 068 CQ AzZ/ Loose Stool/ 2018-10- 01/ No MId Pr obabl y Dose Not 3
No Gastroi ntesti nal 2018-10-01 Rel at ed Changed
di sorders/
Di arr hoea
CQ Az/ NAUSEA/ 2018- 09- 24/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018- 09- 24 Rel at ed Changed
di sorders/
Nausea

Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.
Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine
orally weekly. Adverse Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )

11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizati'on or prol ongation of existing hospitalization; 4 = Results
in persistent or significant disability/incgfacity; 5 = Congenital anomaly/birth defect; 6 = Other nedically inportant event.
2] = Fatal; 2 = Not Recovered/ Not Resol’ved; = Recovered/ Resol ved; 4 = Recovered/ Resol ved wi th Sequel ae; =
Recovering/ Resol ving; 6 = Unknown.
Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
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Statistics & Data Corporation The Surgeon CGeneral, Departnent of the Arny

Ver sion: Final Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1

Al'l Adverse Events

I

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
ID Sol i cited? Preferred Term or Ongoi ng Seri ous? ness! Severity Dr ug Dr ug Qut cone?
2435- 068 CQ Az/ NAUSEA/ 2018-10- 01/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018-10-01 Rel at ed Changed
di sorders/
Nausea
2435- 070 cqQ NAUSEA/ 2018- 09- 18/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018- 09- 18 Rel at ed Changed
di sorders/
Nausea
2435-074 cqQ ABDOM NAL PAI N/ 2018- 09- 23/ No MId Possi bl y Dose Not 3
Yes Gastroi ntesti nal 2018- 09- 23 Rel at ed Changed
di sorders/
Abdom nal pain
cqQ DI ARRHEA/ 2018- 09- 21/ No MId Possi bl y Dose Not 3
Yes Gastroi ntesti nal 2018-09-21 Rel at ed Changed
di sorders/
Di arr hoea
cqQ FATI GUE/ 2018- 09- 24/ No MId Possi bl y Dose Not 3
Yes General disorders and 2018- 09- 25 Rel at ed Changed
adm nistration site
condi ti ons/
Fati gue
cqQ Hypersensitivity to nos/ 2018-10- 04/ No MId Not Rel at ed Dose Not 3
No I mmune system 2018-10-08 Changed
di sorders/
Allergy to

arthropod bite

Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.
Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine
orally weekly. Adverse Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )
11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizati'on or prol ongation of existing hospitalization; 4 = Results
in persistent or significant disability/incgfacity; 5 = Congenital anomaly/birth defect; 6 = Other nedically inportant event.
2] = Fatal; 2 = Not Recovered/ Not Resol’ved; = Recovered/ Resol ved; 4 = Recovered/ Resol ved with Sequel ae; 5=
Recovering/ Resol ving; 6 = Unknown.
Sour ce: SDC-P:\ Proj ect s\ WRAI RRVWRAI R 2435\ St ati stics\Prograns\Primary Prograns\ TLF\| _ae.sas 010CT2019 14: 05: 50
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Statistics & Data Corporation The Surgeon CGeneral, Departnent of the Arny
Ver si on: Final

Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al Adverse Events
|

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
1D Sol i cited? Preferred Term or Ongoi ng Seri ous? ness? Severity Dr ug Dr ug Qut cone?

cQ Mal ari a/ 2018-10- 15/ No Severe Unlikely Not 3
No Infections and 2018-10-19 Rel at ed Appl i cabl e

i nfestations/

Mal ari a

cqQ VAG NAL YEAST | NFECTI ON/ 2018-10-19/ No MId Possi bl y Not 3
Yes Infections and 2018-10- 20 Rel at ed Appl i cabl e

i nfestations/

Vul vovagi nal
mycotic infection

Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.

Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine
orally weekly. Adverse Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )

11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizati'on or prol ongation of existing hospitalization; 4 = Results

in persistent or significant disability/i ncaspaci ty; 5 = Congenital anomaly/birth defect; 6 = Gther nedically inportant event.

2] = Fatal; 2 = Not Recovered/ Not Resol’ved; = Recovered/ Resol ved; 4 = Recovered/ Resol ved wi th Sequel ae; =

Recovering/ Resol ving; 6 = Unknown.
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Statistics & Data Corporation
Version: Fina

Listing 16.2.7.1
Al'l Adverse Events
I

The Surgeon CGeneral, Departnent of the Arny
Study: S-16-06 (WRAIR 2435)

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
ID Sol i cited? Preferred Term or Ongoi ng Seri ous? ness! Severity Dr ug Dr ug Qut cone?
2435- 075 CQ Az/ ABDOM NAL PAI N/ 2018-10-12/ No MId Unlikely Dose Not 3
Yes Gastroi ntesti nal 2018-10-13 Rel at ed Changed
di sorders/
Abdom nal pain
CQ AzZ/ HEADACHE/ 2018-11- 04/ No MId Unlikely Dose Not 3
Yes Ner vous system 2018-11-04 Rel at ed Changed
di sorders/
Headache
CcqQ Az/ Mal ari a/ 2018-11- 01/ No MId Unli kel y Not 3
No Infections and 2018-11-04 Rel at ed Appl i cabl e
i nfestations/
Mal ari a
2435- 077 CQ AzZ/ HEADACHE/ 2018-11-15/ No MId Not Rel at ed Not 3
Yes Ner vous system 2018-11-15 Appl i cabl e
di sorders/
Headache
CQ AzZ/ NAUSEA/ 2018-10- 15/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018-10-15 Rel at ed Changed
di sorders/
Nausea
CQ AzZ/ PRURI TUS/ 2018-10- 04/ No MId Definitely Dose Not 3
Yes Ski n and subcut aneous 2018-10- 04 Rel at ed Changed

tissue disorders/
Pruritus

Abbrevi ati ons: CQ AZ = Chl oroqui ne- Azi t hr onyci n;

CQ = Chl oroqui ne.

Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine

orally weekly

2] = Fatal; 2 = Not
Recoveri ng/ Resol vi ng;

C Adver se Events are coded using . ) )

11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizatiion or

in persistent or significant disability/inc
= ecover ed/ Not Resol’ved

6 = Unknown.

acity;

7P

Medi cal Dictionary for

5 = Congenita
= Recover ed/ Resol ved;

anomal y/ birth defect; -
Recover ed/ Resol ved wi th Sequel ae;

Regul atory Activities Version 21.1. )
prol ongatii on of existing hospitalization
6 = Other nedi caI5I
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Statistics & Data Corporation The Surgeon CGeneral, Departnent of the Arny
Version: Fina

Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al Adverse Events
|

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
1D Sol i cited? Preferred Term or Ongoi ng Seri ous? ness? Severity Dr ug Dr ug Qut cone?
CQ AzZ/ Tachycar di a/ 2018-10- 24/ No MId Unlikely Not 3
No Cardi ac di sorders/ 2018-10- 25 Rel at ed Appl i cabl e
Tachycardi a
CQ AzZ/ Tenpor omandi bul ar Joi nt/ 2019- 03- 01/ No Moderate Not Rel ated Not 6
No Muscul oskel etal and ONGO NG Appl i cabl e
connective tissue

di sorders/
Tenpor omandi bul ar
j oint syndrone

Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.

Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine
orally weekly. Adverse Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )

11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizati'on or prol ongation of existing hospitalization; 4 = Results

in persistent or significant disability/incgfacity; 5 = Congenital anomaly/birth defect; 6 = Other nedically inportant event.

2] = Fatal; 2 = Not Recovered/ Not Resol’ved; = Recovered/ Resol ved; 4 = Recovered/ Resol ved wi th Sequel ae; =

Recovering/ Resol ving; 6 = Unknown.
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Statistics & Data Corporation
Ver si on: Final

The Surgeon CGeneral, Departnent of the Arny
Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al'l Adverse Events
I

Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
ID Sol i cited? Preferred Term or Ongoi ng Seri ous? ness! Severity Dr ug Dr ug Qut cone?
2435-078 CQ Az/ DI ARRHEA/ 2018-09-17/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018- 09- 18 Rel at ed Changed
di sorders/
Di arr hoea
CqQ AzZ/ Mal ari a/ 2018-10-13/ No Mbder at e Unlikely Dr ug 3
No I nf ections and 2018- 10- 16 Rel at ed W t hdr awn
i nfestations/
Mal ari a
CQ AzZ/ NAUSEA/ 2018-09- 17/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018- 09-17 Rel at ed Changed
di sorders/
Nausea
CQ Az/ NAUSEA/ 2018- 09- 24/ No MId Pr obabl y Dose Not 3
Yes Gastroi ntesti nal 2018- 09- 27 Rel at ed Changed
di sorders/
Nausea
CQ AzZ/ PRURI TUS/ 2018-10- 04/ No MId Not Rel at ed Dose Not 3
Yes Ski n and subcut aneous 2018-10-05 Changed
tissue disorders/
Pruritus
2435- 080 CqQ AzZ/ Loose Stool/ 2018-10- 01/ No MId Definitely Dose Not 3
No Gastroi ntesti nal 2018-10-01 Rel at ed Changed
di sorders/
Di arr hoea
CQ AzZ/ PRURI TUS/ 2018-10- 04/ No MId Not Rel at ed Dose Not 3
Yes Ski n and subcut aneous 2018-10- 04 Changed
tissue disorders/
Pruritus
Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.
Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine
orally weekly. Adverse Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )
11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizati'on or prol ongation of existing hospitalization; 4 = Results

i n persistent
2] = Fatal;
Recoveri ng/ Resol vi ng;

or Si
= Not

ni ficant disability/inc
ecover ed/ Not Resol’ved;

6 = Unknown.

acity;

5 = Congenital
= Recover ed/ Resol ved;

anomal y/ birth defect; -
Recover ed/ Resol ved wi th Sequel ae;

6 = O her nedi caI5I
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Statistics & Data Corporation

The Surgeon Ceneral,

Departnment of the Arny

Ver sion: Final Study: S-16-06 (WRAIR 2435)
Listing 16.2.7.1
Al'l Adverse Events
Al Enrolled Subjects
Reason
Act ual Adverse Event/ Onset Dat e/ for Rel ati onshi p Action Taken
Subj ect Treatnent/ System Organ d ass/ Resol ution Date Was Event Seri ous- to Study with Study
1D Sol i cited? Preferred Term or Ongoi ng Seri ous? ness? Severity Dr ug Dr ug Qut cone?
CQ AzZ/ Root Canal for tooth pa/ 2018-10- 31/ No MId Not Rel at ed Not 3
No Gastroi ntesti nal 2018-11-01 Appl i cabl e
di sorders/
Toot hache
CQ Az/ VAG NAL YEAST | NFECTI ON/ 2018-10- 14/ No MId Pr obabl y Dose Not 3
Yes I nfections and 2018-10-15 Rel at ed Changed
i nfestations/
Vul vovagi na
mycotic infection
Abbrevi ati ons: CQ AZ = Chl oroqui ne-Azi t hronycin; CQ = Chl oroqui ne.
Not e: CQ AZ group receives 300 ng of Chloroquine and 2 g of Azithronycin orally weekly. CQ group receives 300 ng of Chloroquine
orally weekly. Adverse Events are coded using Medical Dictionary for Regulatory Activities Version 21.1. )
11 = Death; "2 = Life-Threatening; 3 = Requires inpatient hospitalizati'on or prol ongation of existing hospitalization; 4 = Results
in persistent or significant disability/incgfacity; 5 = Congenital anomaly/birth defect; 6 = Other nedically inportant event.
2] = Fatal; 2 = Not Recovered/ Not Resol’ved; = Recovered/ Resol ved; 4 = Recovered/ Resol ved with Sequel ae; 5=

Recoveri ng/ Resol vi ng;
Sour ce:

6 = Unknown.
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