NEW AMBITION EDC FEATURES

REVIEW

By clicking on ‘Review’ in the top right-hand corner you will be taken to a new page that lets
you navigate between participants and their visits.

Please note — this is only possible for visits that have already been started. To start a new
visit, you will have to navigate through the dashboard in the usual way.
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Subject Review: Subjects

092-40990001-3 1 visits

2. 092-40990002-1 2 visits

3. 092-40990003-9 3 visits

4. 092-40990004-7 13 visits

5. 092-40990005-4 5 visits

6. 092-40990006-2 12 visits

7. 092-40990007-0 5 visits

8. 092-40990008-8 1 visits

9. 092-40990009-6 6 visits

10. 092-40990010-4 1 visits

11. 092-40990012-0 13 visits



Subject Review: Reported visits for 092-40990001-3 (0

v 1.1000.0 on 07/08/2018

B Blood Result

B Health Economics: Education

B Lumbar Puncture/Cerebrospinal Fluid

B Health Economics: Medical Expenses Part 2
B Patient's History

B PK/PD

& Creat, Urea, Elec, ALT

& CSF Chem and Haem Routine

|:| Ambition » Day 1 to Week 16 Follow-up » 1000.0 Day 1 Scheduled visit ~

B CRFs

1. Patient's History

2. Health Economics: Medical Expenses

tchimphambano on 29/08/2018 12:12

3. Health Economics: Medical Expenses Part 2
4. Health Economics: Education

5. Blood Result

6. Lumbar Puncture/Cerebrospinal Fluid

7. PK/PD

4 Subject Review 4 (1) Schedule

07/08/2018 14:22
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PRN CRFs are available.



Adverse Event

By clicking on AE you are taken to a page which lets you navigate between either AE Initial
and Follow-up Reports or Death Reports. On these pages you can review the AEs as well as
download PDFs of AE reports (including follow-up reports, if completed) and Death reports.
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Adverse Events: AE Initial and Follow-up Reports search
To find an initial adverse event report, search on the subject's study identifier or AE reference number.
To download the printable report, click on the PDF button [§ left of the subject's identifier.
# Subject AE Parent Follow-ups Death Report Created
1 P B 092-40990036-9  AE Initial Report G79C-VARE Grade 4 nyoussouf
3 weeks, 1 day ago 17/04/2019 16:43
2 pl B 092-40990038-5 AE Initial Report PG72-ATDE Grade 4 nyoussouf
2 months, 1 week ago 28/02/2019 19:44
3 pl 092-40990040-1  AE Initial Report NFBC-ABNA Grade 4 dlawrence
2 months, 1 week ago 28/02/2019 18:40
4 Vi 092-40990040-1  AE Initial Report GVGC-VTF6 Grade 5 dlawrence
2 months, 1 week ago 28/02/2019 18:31
5 pl B 092-40990038-5 AE Initial Report DR2R-VYB2 Grade 4 dlawrence
— 3 months ago 05/02/2019 15:36
6 pl B 092-40990035-1  AE Initial Report HSW7-VRYM Grade 4 AE Followup EDHR-8CPM DUGU-UURR  dlawrence
5 months, 2 weeks ago 21/11/2018 16:39
7 pl B 092-40990035-1  AE Initial Report FTPA-BURX Grade 3 Blood Result 092-40990035-1 1003.0 AE Followup ETZG-Z7N2 DUGU-UURR  dlawrence
5 months, 2 weeks ago 21/11/2018 16:19

AE Followup EBED-N8UM
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ADVERSE EVENT REPORT FOR 092-40990035-1

CONFIDENTIAL
Subject: 092-40990035-1
Gender/Age: Male 20y
Study site: 40: Blantyre
Randomization date: 2018-11-18 15:59
Assignment: Single-dose: Ambisome 10mg/kg on day 1 with Flucytosine 100mg/kg/day and
Fluconazole 1200mg/day for 14 days.

Section 1: Initial AE Report

Prepared by David Lawrence.

Reference: H8W7-VRYM

Report date: 2018-11-21 14:37
Awareness date: 2018-11-21

Actual start date: 2018-11-21
Classification: Pneumonia

Severity: Grade 4 - Life-threatening
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Adverse Events: Death Reports

AE Forms (Administration)

Death Forms (Administration)

To find a death report, search on the subject's study identifier, death report reference number, or AE reference number.

To download the printable report, click on the PDF button B left of the subject's identifier.

# Subject

1 p 092-40990035-1
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Report

Death Report DUGU-UURR

5 months, 2 weeks ago

AE Reports Created

dlawrence
21/11/2018 16:45

AE Follow-up Report EDHR-8CPM

DEATH REPORT FOR 092-40990035-1
CONFIDENTIAL

Subject: 092-40990035-1
Gender/Age: Male 20y
Study site: 40: Blantyre

Randomization date:

2018-11-18 15:59

Assignment:

Fluconazole 1200mg/day for 14 days.

Single-dose: Ambisome 10mg/kg on day 1 with Flucytosine 100mg/kg/day and

Section 1: Death Report

Prepared by David Lawrence.

Reference: DUGU-UURR
Report date: 2018-11-21 14:43
Death date: 2018-11-21 14:43
Study day: 4

Death as inpatient: Yes




