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Verify DFweb saves eSignature task data to the specified save level
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Preface

DFdiscover Release 5.10.0

All rights reserved. No part of this publication may be re-transmitted in any form or by any means, electronic, mechanical, photocopying, recording, or otherwise, without
the prior written permission of DF/Net Research, Inc. Permission is granted for internal re-distribution of this publication by the license holder and their employees for
internal use only, provided that the copyright notices and this permission notice appear in all copies.

The information in this document is furnished for informational use only and is subject to change without notice. DF/Net Research, Inc. assumes no responsibility or liability
for any errors or inaccuracies in this document or for any omissions from it.

All products or services mentioned in this document are covered by the trademarks, service marks, or product names as designated by the companies who market those
products.

Google Play and the Google Play logo are trademarks of Google LLC. Android is a trademark of Google LLC.

App Store is a trademark of Apple Inc.

Nov 20 2025

Copyright © 2025 DF/Net Research, Inc.
Getting Help

For software support, Please contact the DFdiscover team:

 via email, help@dfnetresearch.com.

 Visit our website, https://www.dfnetresearch.com.

Conventions
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A number of conventions have been used throughout this document.

Any freestanding sections of code are generally shown like this:

code = code + overhead;
If a line starts with # or %, this character denotes the system prompt and is not typed by the user.
Text may also have several styles:
« Emphasized words are shown as follows: emphasized words.
« Filenames appear in the text like so: dummy.c.
« Code, constants, and literals in the text appear like so: main.c.
« Variable names appear in the text like so: nBytes.
o Text on user interface labels or menus is shown as: Printer name, while buttons in user interfaces are shown as .

o Menus and menu items are shown as: > [Exit).
Introduction

Obijective

The objective of the Acceptance Test Kit (ATK) is to provide DFdiscover clients with an acceptance test plan which can be executed to:
» Verify the correct installation of the DFdiscover software in their own environment.
« Confirm the core DFdiscover functionality in their own environment.

« Demonstrate, by means of passed tests, correct operation of tested functionality and core requirements of the DFdiscover software.

Approach

The Acceptance Test Kit has these features:
o Functional approach - i.e., based on meeting data management objectives.
¢ Follows a logical data flow and processing path from user's viewpoint.
o Starts with a complete study already setup using the DFdiscover software.

o A series of tests organized within modules, are linked to the core requirements of the DFdiscover software. These modules are core to the use of the ATK. Each
module has a start action, a detailed script of user steps and an end action.

o User is given defined input and expected output for objective verification.

¢ Not an exhaustive test of every button, menu or GUI in every DFdiscover application.

The Kit

The Acceptance Test Kit contains:
o Manual: descriptions of tests, organized within functional modules.
« Control Panel application and instructions for setting the study to base state. The Control Panel application controls the start, stop and interim states of all modules.
« Study: simple blood pressure study already setup, which includes plate definitions, edit checks and look-up tables.

» Database: includes several completed subject cases existing at various states (i.e., entered data, submitted and awaiting data entry, awaiting outbound transmission,
or EDC data entry).

o Case Report Forms.

Instructions

To perform the Acceptance Test Kit:

Module 1 provides instructions on installation and initialization. Module 1 must be completed first.

The Control Panel application sets each module to a known base state. Use the button to start each module.

Modules are presented in logical order from study setup to data entry and reviews. Any module, beginning with module 2, can be skipped if it deals with topics that are
not relevant to your use of the software.

Within each module, tests must be executed in order.

Execute module completion, by clicking once all module tests have been performed.

Complete test summary and, if necessary, discrepancy reports.
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Notes

Every module uses DFATK and must be run as datafax. Refer to Module 1 (Installation & Initialization).

References to DFdiscover Server value will be the name of your DFdiscover server.

windows, dialogs and default button layouts will differ slightly from those shown here.

(reversed) for clarity.

Images in this manual are of the applications running in the Windows 10 operating system. If you are running the applications on macOS, the appearance of the
Screen colors may appear as a black background with a white CRF foreground. These are the DFsetup default colors. The colors in illustrations have been modified

If you do not have a printer connected to the DFdiscover server (e.g. if you are a hosted client), a valid email address is required for data_coordinator, data_manager,

site_monitor or site_invest to receive all module specific PDF files. Refer to Creating a role and permissions for data_coordinator, data_manager, site_monitor or

site_invest, Step 5.
How to start DFATK

« Start DFATK. DFATK is also known as the Control Panel, in the DFATK login dialog, enter the name for DFdiscover Server that has been provided by your
administrator. (This will differ from the value shown here.). As the Control Panel must be run as datafax, the Username field cannot be edited. Enter the previously

specified password for datafax and click [Login].

E‘J DFATK - DFdiscover Acceptance Test Kit (ATK)

dfatk
q 2025 Version 5.10.0

DFdiscover Server

H| explore.dfdiscover.com v

Username

datafax

Password

How to start DFexplore

Home | Proxy Config 48 | About

1. Start DFexplore. In the DFexplore login dialog, enter the name for DFdiscover Server that has been provided by your administrator. (This will differ from the value
shown here.) Enter data_coordinator, data_manager, site_monitor or site_invest in the Username field and the previously assigned password in the Password field.

Click [Login] to login.
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@ DFexplore - DFdiscover Data Management

dfeXplore 2025 Version 5.10.0 Home | Studies | Image Router | Topics | About

DFdiscover Server
ﬂ| explore. dfdiscover.com

Username

|data_:nnrdinatnr

Acceptance Test St...

Password

CITTITITY

T

2. During the first login of data_coordinator, data_manager, site_monitor or site_invest a new password must be chosen. Choose and enter a new password in both the
New Password and Confirm Password fields. Click to set the new password and dismiss the dialog. Choose 254 Acceptance Test Study, click [Continue]. If

your DFdiscover server does not allow the re-use of previous passwords, you will be required to set either data_coordinator, data_manager, site_monitor or
site_invest's password to something other than the initial password chosen previously. The password you choose must satisfy the password requirements specific to

your DFdiscover server and will be needed in the remainder of the modules.

How to start DFsetup

1. Start DFsetup. In the DFsetup login dialog, enter the name for DFdiscover Server that has been provided by your administrator. (This will differ from the value
shown here.) Enter data_manager in the Username field and the previously assigned password in the Password field. Click to login.

" DFsetup - DFdiscover Study Setup - m] *

d rsetu p 2025 Version 5.10.0 _Home | Proxy Config 4§ | Topics | About

DFdiscover Server

ﬂ| explore.dfdiscover.com

Username

|data7managed ‘

Password

Forgot Password?

OR = Login with Microsoft

2. In the studies selection dialog, highlight the entry for 254 Acceptance Test Study. Click to continue.
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2 DFsetup - DFdiscover Study Setup

 dfsetup

DFdiscover Server

2025 Version 5.10.0

Q| explore. dfdiscover.com

Username

|data_manager

Password

CITTITITY

T

How to start DFsend

Home | Studies | Topics | About

Number HName Status

« Start DFsend. In the DFsend login dialog, enter the name for DFdiscover Server that has been provided by your administrator. (This will differ from the value shown
here.) Enter data_coordinator, data_manager, site_monitor or site_invest in the Username field and the previously assigned password in the Password field. Click

[Login] to login.

DFsend - Send PDFs to DFdiscover

& dfsend

DFdiscover Server

2025 Version 5.10.0

Q| explore.dfdiscover.com

> ‘

Username

Password

Forgot Password?

OR u Login with Microsoft

Home | Proxy Config # | Topics | About

Welcome to explore.dfdiscover.com

Module 1. Installation and Initialization

Estimate of Time Required: 30 Minutes

Confirm version information can be obtained for DFdiscover

1. Confirm the Acceptance Test Kit is installed on the following Linux operating system:

o Red Hat/ CentOS
o SUSE

2. Confirm DFdiscover version information by starting DFexplore.

DFdiscover 5.10.0
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@ DFexplore - DFdiscover Data Management

dfexplore 2025 Version 5.10.0 _Home | Proxy Config & | Topics | About

DFdiscover Server
Q| explore. dfdiscover.com

> ‘

Username

[
Password

Forgot Password?

OR m Login with Microsoft

. In the login dialog, click About. Confirm that the version information in the dialog matches the installed software Version 5.10.0.

& DFexplore - DFdiscover Data Management - m] x

d fexp l-o F€  osvesonsioe  Home | Proyconig 8 | Topis | b

DFdiscover Server

Q| explore. dfdiscover.com

> ‘

Username

dfexplore

Version 5.10.0 (Build: 2025/10/15)

Password

Forgot Password?

OR = Login with Microsoft Protocol: TLSvL.3
Cipher: TLS_AES_256_GCM_SHA384
@ 1990 - 2025 DE/Met Research, Inc.

All rights reserved.

4. If the version is not DFdiscover 2025 Version 5.10.0, you must stop at this point. The Acceptance Test Kit is specifically designed for release DFdiscover 2025 Version
5.10.0.

5. Exit DFexplore.

Obtain super-user privileges and remove older Acceptance Test Study, if one exists

NOTE: This step is required only if 254 Acceptance Test Study already exists on your DFdiscover server. If it does not currently exist on your DFdiscover server,
skip this section and continue with Install the Acceptance Test Study.. If an earlier version does exist on your server, delete it prior to installation by following these
steps.

1. Start DFadmin. Login to your DFdiscover Server as datafax.
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@ DFadmin - DFdiscover System Administration

& dfadmin

DFdiscover Server

2025 Version 5.10.0

ﬂ| explore. dfdiscover.com v‘

Username
Password

Forgot Password?

OR m Login with Microsoft

Home | Proxy Config # | Topics | About

2. Specify a Username of datafax, and the assigned user password in the Password field. Click to complete login and continue. Click Status Tab. The list of
studies defined on your DFdiscover Server will be displayed in the studies list.

& DFadmin [datafax@explore.dfdiscover.com]

- O
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies | Select All | Show: ] Enabled ] Disabled [ Restricted | Q. wildcard search
Number  Name Status
B 254 Acceptance Test Study available
Study # Users @ Al O Administrators
Username Full Name Affliation Admin Host Tool Since
Services Licensed Users
Name Status Username Host
Inbound service Enabled datafax Win10-64bit.lan
Outbound service Processing on dfS80-rocky9.dfdiscover.com
Server version 5.10.0
Server time 2025/10/15 12:57

Refresh

3. Select the entry for 254 Acceptance Test Study from the list of studies. Select [Action] > [Disable study}>. In the confirmation dialog, enter the text Study Removal.

@ DFadmin - Status T x

Specify the DFdiscover message:

|Stud\,' Removal

Study to be disabled: 254

Conel

4. Click to disable the Acceptance Test Kit.

5. Click Studies tab. Select the entry for 254 Acceptance Test Studly if it is not already highlighted. Click . From the 3 delete options, choose Remove Study

from DFdiscover.

6. Click in the confirmation dialog to continue with the delete.
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@& DFadmin - Studies ? X
I Study 254 'Acceptance Test Study'
- The study will be deleted from the DFdiscover study registry,
DFstudies.db.

No data or setup information will be removed from disk, but all
study roles and user assignments will be deleted for the study.

This cannot be undone.

Concal

7. In the Remove Study dialog, Uncheck (disable) Archive Study Permissions and click [Continue].

@ DFadmin - Remove Study ? X

a Study 254 'Acceptance Test Study'

All study roles and permissions will be deleted for the study.
You can archive study permissions (if any exist).

[ archive study permissions?

File name

8. To confirm, enter the password for datafax and click . Close the study removal confirmation dialog by clicking .

@ Authentication ? X

Study 254 'Acceptance Test Study’

Re-enter your password to confirm study removal.

e

Install the Acceptance Test Study

NOTE: Existing Acceptance Test Kit directories, val254 and .val254_states, must be removed prior to installation of the DFdiscover 2025 Version 5.10.0 Acceptance
Test Kit. This is because the study directory structure and/or base states have changed with DFdiscover 2025 Version 5.10.0.

If the directories are present at this time, installation of the DFdiscover 2025 Version 5.10.0 Acceptance Test Kit will create TAR file of the existing installation and re-
install the updated DFdiscover 2025 Version 5.10.0 val254 and .val254_states directories.

e The DFATK-5.10-0.x86_64.rpm file can be found on www.dfnetresearch.com in the Support section. After downloading the DFATK-5.10-0.x86_64.rpm execute the
installation using rpm on OpenSUSE & RHEL operating systems. The installation defaults to the /opt/studies directory, this can be changed using the rpm --
prefix=NEWPATH flag.

o New installations using rpm, which will automatically download and install any dependencies required:
# rpm -ivh DFATK-5.10-0.x86_64.rpm
OR, specify an alternative installation location:

# rpm -ivh --prefix=NEWPATH DFATK-5.10-0.x86_64.rpm

NOTE: Use of rpm --prefix=NEWPATH does not alter current definitions of DFstudyspaces.db or DFstudies.db. These files must be manually updated to
include the specified prefix pathing.

o Confirm the presence of 254 Acceptance Test Study with the command:

# Is -d /opt/studies/val254

Define Acceptance Test Study to the DFdiscover server

1. Return to DFadmin, select the Studies tab. Add a definition for 254 Acceptance Test Study. Click and complete the dialog with the following values:
o Study Number: 254
o Study Name: Acceptance Test Study
o Study Space: opt_studies (or the name of the Study Space for the /opt/studies directory)
o Study Folder: val254

o Select Restore previous Study at this location
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@ DFadmin - New Study ? X

These configuration parameters are required to define the new study:

Study Number |154 |

Study Name [ cceptance Test Study |

Study Space | opt_studies ~

Study Folder |va|254 |

() New Study
(® Restore previous Study at this location

() Restore previous Study with new Study Number

once

NOTE: The name of your Study Space may differ from that shown here if the Study Space is something other than opt_studies on your DFdiscover server.

2. Click to confirm the action and add an entry for 254 Acceptance Test Study to the list of studies.

3. Verify configuration information and set the Preset Printer. Select the newly added 254 Acceptance Test Study entry from the list of studies. Click Configurations
tab and enter the name of a networked printer in the Preset Printer field.

@ DFadmin [datafox@explore.dfdiscover.com]

- o X
File Edit Action Help
Studies Roles Users Status License Master Traffic

Studies | Q Wildcard Search. |

Number Name Status LE

[ 25+ AcceptonceTestStudy avaiabe | Delete
save
Revert

Configurations  Auto Logout  Permissions ~ Watermark History

Study Number 354

Name [Acceptance Test study

Administrators
Study Directory  /opt/studies/val254

Warking Directory $(STUDY_DIR)/work

Pages Directory ~ ${STUDY_DIR)/pages

Preset Printer [Must exist on server]

Candidate Hosts  [explore.dfdiscover.com

Minimum Free Disk | 500000 kB >

Study URL I

Allow Local Cache [
Input Validation (] Enforce protection against XS attacks

Version Strict All minor versions supported v

4. Choose All minor versions supported from the Version Strict drop-down.

5. Select > or click to save the configuration information.

Create a role and permissions for datafax
User datafax is already defined on your DFdiscover installation, however, you must grant user datafax a role and permissions to be able to access 254 Acceptance Test

Study.

1. Click Users tab. Confirm that user datafax is present in the Username column for one user row.
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& DFadmin [datafax@explore.didiscover.com] - o x
File Edit Action Help

Studies Roles Users Status License Master Traffic

Users (1) @ all O Administrators
Username  Password Expiry  2FA Status  SSO Only Full Name Affiliation Admin New / Find

Duplicate

Delete
Save
Revert
All Users
Filter by Roles

L ]

Wildcard Search

Add Bulk Users

Username  datafax Status | Active v New Password

User Frofile  preferen: Permissions  ePRO Admin Permissi

History

Full Name |DFdiscover Admin
Affiliation |

|

|

Address | |
city [ |
stte | Postal Code |
\ |

|

|

|

Country

Telephone |

Fax [

email |

[ Two-factor authentication required
[ 550 only

2. Create a Role for user datafax. Begin this task by clicking the Roles tab.

@ DFadmin [datafax@esplore.didiscover.com] - [m] X

File Edit Action Help

Studies Roles Users Status License Master Traffic
Studies | Q wildeard Seard | Roles (0)
Name New
Copy
Paste
Save
Revert
Delete
Assign to users
Name Status Inactive v
Description
Tools & Reports Auto Logout Permissions Restrictions History
DFexplore & API Clients Server & DFsetup DFdiscover Reports Study Reports
DFexplore Views Server DF_ATarfs
Batch Edits Run Report DF_ATfaxes
Dashboard Export Data DF_ATmods
Data Batch Edit checks DF_CTcrfs
Data - Attach subject document Attach Document DF_CTpages
Data - Import subject CRFs Import Data DF_CTqes
Data - Submit FDF Setup DF_CTvisits
Data - with Select View DF_Cycles
Image Plates DF_CycleVisits
Image - Create tasks Edit checks DF_DatabaseDefinition
Image - Delete new records Lookup Tables DF_DataEntryTimeTrend
Image - Raw data entry Sites DF_Enrollment
List Missing Map DF_ICcenters

3. Within the list of studies, locate and choose the entry for 254 Acceptance Test Study. Click
Unrestricted.

to add a new user role. In the dialog, enter the role name

@ DFadmin - Mew Role 7 X

Spedfy a unigue role name.

|Unrestricbed|

Cancel

o create the new role Unrestricted.
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& DFadmin [datafax@explore.didiscover.com]
File Edit Action Help

Studies Roles

Studies | Q wildeard Search...

Number  Name Status

[Z] 254 Acceptance Test Study _available

- o x
Users Status License Master Traffic
| Roles (1)
Name e
& Unrestricted Copy
Paste
Save
Revert
Delete

Name  [Unrestricted

Status | Active

Assign to users

Description |

Tools & Reports  Auto Logout  Permissions

[ DFexplore & AFI Clients

Restrictions

History

[ Server & DFsetup

[ DFdiscover Reports

[ Study Reports

DFexplore Viewss
[ Batch Edits
[ Dashboard
[ pata
[ Data - Attach subject document
[ Data - Import subject CRFs
[ Data - Submit PDF
[ Data - with Select
[ 1mage
[ Image - Create tasks
[ Image - Delete new records
[ Image - Raw data entry
[ List

~ || server

v

[ Run Report

[ Export Data

[] Batch Edit checks

[ Attach Document

[ Import Data
Setup

[ View

[ Plates

[ Edit checks

[ Lookup Tables

[ Sites

[ Missing Map

~ /[0 pF_aTarfs
[ DF_ATfaxes
[ bF_ATmods
[ bF_cTerfs
[ DF_CTpages
[ DF_CTaes
L[] DF_CTvisits
[ oF_Cycles
[ DF_cyclevisits

[ DF_DatabaseDefinition
[ DF_DataEntryTimeTrend

[ bF_Enrollment
[] DF_ICcenters

5. Define Tools & Reports permissions for the Unrestricted role. Highlight Unrestricted in the Roles list to make it the active role

Description field.

@ DFadmin [datafax@explore.didiscover.com]
File Edit Action Help

Studies Roles

Studies | Q wildeard Search...

Number  Name Status

254 Acceptance Test Study available
[ 254 Acceptance Test Study _availabl

- o x
Users Status License Master Traffic
| Roles (1)
Name e
& Unrestricted Copy
Paste
Save
Revert
Delete

Name [Unrestricted

Status | Active

Assign to users

Description [Full Permission]

Tools & Reports  Auto Logout  Permissions

[ DFexplore & AFI Clients

Restrictions

History

[ Server & DFsetup

[ DFdiscover Reports

[ Study Reports

DFexplore Views
[] Batch Edits
[ Dashboard
[ pata
[ Data - Attach subject document
[ Data - Import subject CRFs
[ pata - Submit PDF
[ Data - with Select
[ 1mage
[ Image - Create tasks
[ Image - Delete new records
[ Image - Raw data entry
[ List

Server
[ Run Report
[ Export Data
[] Batch Edit checks
[ Attach Document
[ Import Data
Setup
[ View
[ Plates
[ Edit checks
[ Lookup Tables
[ Sites
[ Missing Map

>

[ DF_ATafs

[ DF_ATfaxes
[ bF_ATmods
[ oF_cTerfs

[ DF_CTpages
[ DF_cTaes

L[] DF_CTvisits
[ oF_Cycles

[ DF_cyclevisits

L[] DF_Enrellment
[] bF_ICcenters

[ DF_DatabaseDefinition
[ DF_DataEntryTimeTrend

. Enter Full Permissions in the

6. Click Tools & Reports tab below the Description field. Check (enable) each of the following: DFexplore & API Clients, Server & DFsetup, DFdiscover Reports,

and Study Reports.
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& DFadmin [datafax@explore.didiscover.com] - o x

File Edit Action Help

Studies Roles Users Status License Master Traffic
studies [ Q wildcard Search... | Roles (1)
Number  Name Status Name e
[:] 254 Acceptance Test Study available [@ Unrestricted Copy
Paste
save
Revert
Delete
Assign to users
Name  [Unrestricted Status | Active v
Description [Full Permissions
Tools &Reports  Auto Logout ~ Permissions  Restrictions  History
DFexplore & AFI Clients Server & DFsetup DFdiscover Reports Study Reports
DFexplore Viewss ~|[server [ OF_ATafs ~
Batch Edits Run Report DF_ATfaxes
Dashboard Export Data DF_ATmods
Data gatch Edit checks DF_CTorfs
Data - Attach subject document Attach Document DF_CTpages
Data - Import subject CRFs Import Data DF_CTqcs
Data - Submit PDF Setup DF_CTvisits
Data - with Select View DF_Cycles
Image Plates DF_Cyclevisits
Image - Create tacks Edit checks DF_DatabaseDefinition
Image - Delete new records Lookup Tables DF_DataEntryTimeTrend
Image - Raw data entry Sites DF_Enrollment
List Missing Map

v DF_ICcenters

7. Click Auto Logout tab. If not already enabled, check (enable) the Inherit from Study box to override the default Auto Logout settings with those of the ATK study.
8. Click Permissions tab.

9. Set data permissions as follows:

o

Visits = ALL

o Plates = ALL
o Levels = ALL
o Check (enable) Show Hidden Fields

o

Check (enable) Show Int. Queries

o

Modify = 0-7

Write Levels = 0-7

o

o Data = Check (enable) CMDL (Create, Modify, Delete, Missed), but not P (Password)
o Queries = Check (enable) CMDAR (Create, Modify, Delete, Approve, Reply)
o Reasons = Check (enable) CMDA (Create, Modify, Delete, Approve)

& DFadmin [datafax@explore.didiscover.com] - o x
File Edit Action Help

Studies Roles Users Status License Master Traffic

studies [ Q wildcard Search... | Roles (1)

Number  fiame Status Name - New

[] 254 Acceptance TestStudy available ] Copy
Paste
Save
Revert
Delete

Assign to users

Name [Unrestricted Status | Active -

Description [Full Permissions

Tools & Reports  AutoLogout  Permissions  Restrictions  History

Get Showr Show Modify Write Data Queries

Visits  Plates Levels Hidden Fields Int. Queries  Levels Levels c M B P C M D R

AL AL ALL Shows Show 07 07 ] al
[ Show O show o o o ] o o o [m]

10. Select > or click to save settings for role Unrestricted.
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11. Still as datafax and with the DFadmin application open, click Users tab.

12. Set permissions for datafax. Click the entry for datafax from the list of users to make it active. Click Permissions tab. Check (enable) Allow access to Image Router.

@ DFadmin [datafax@explore.dfdiscover.com] - o x
File Edit Action Help
Studies Roles Users Status License Master Traffic
Users (1) ® all O Administrators
Username  Password Expiry  2FA Status S50 Only Full Name Affiliation Admin Mews / Find
datafax_2 Duplicate:
Delete
Save
Revert
All Users
Filter by Roles

Username  datafax Status | Active O sso only New Password

user Profile  Preferen: Permissions  ePRO Admin Permissions  History

L ]

Wildcard Search

Add Bulk Users

Study or DFdiscover Administrator |DFdiscover Administrator

Allow access to Image Router
Study Roles

Study Sites Subjects Role Name

%]

13. To assign a study to datafax, click the blank area below the Study heading. Select 254 Acceptance Test Study from the Study drop-down. Set:

o Sites = All
o Subjects = All

o Role Name = Unrestricted

& DFadmin [datafax@explore.dfdiscaver.com] - o X
File Edit Action Help
Studies Roles Users Status License Master Traffic
Users (1) @ Al O Administrators
Username  Password Expiry  2FA Status  SSO Only Full Name Affiliation Admin New / Find
datafax_2 Duplicate
Delete
Save
Revert
All Users
Filter by Roles

Username  datafax Status | Active O 'sso only New Password

User Profile  Preferen: Permissions  ePRO Admin Permissions  History

1

Wildcard Search

Add Bulk Users

Study or DFdiscover Administrator |DFdiscover Administrator

Allow access to Image Router

Study Roles
Study Sites Subjects Role Name
254 Acceptance Test Study JAIR ALL Unrestricted &

14. Click to save the role and permissions for datafax.

Creating study roles and permissions

1. Create a Role for user data_coordinator. Begin this task by clicking the Roles tab.
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& DFadmin [datafax@explore.didiscover.com]

- o x
File Edit Action Help
Studies Roles Users Status License Master Traffic
studies [ Q wildcard Search... | Roles (1)
Name New
Unrestricted copy
Paste
save
Revert
Delete
Assign to users
Name Status | Inactive
Description
Tools &Reports  Auto Logout  Permissions  Restrictions _ History
Get Show Show Modify Write Data Queries Reasons
Visits Plates Llevels Hidden Fields [t Queries  Levels Levels ¢ M B L P £ M D A R c M D A

NOTE: If the role already exists, confirm the permissions and settings described in Step 2 to Step 8 and make changes where necessary.

2. In the list of studies, locate and choose 254 Acceptance Test Study. Click to add a new user role. In the confirmation dialog, enter the role name

data_coordinator.

& DFadmin - New Role ? x

Specify a unigue role name.

|datafooord|nabor|

3. Click [Create)

@ DFadmin [datafox@explore.dfdiscover.com]

in the New Role dialog to apply the role name.

- o x
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies | Q wildcard Search... | Roles (2)
Number  Name Status Name e
= Acceptance available Unrestricted Copy
& data e
save
Revert
Delete
Assign to users
Name |date_coordinator Status | Adtive v
Description |
Tools & Reports  Auto Logout  Permissions  Restrictions  History
Get Show Show Modify Wwrite Data Queries Reasons
Visits Flates Levels Hidden Fields Int. Queries  Levels Levels c M D L B < Mm D A R < M oD A
O show [ Show O o o o o O o oo o O o o o

4. In the Description field enter: Levels 0-4, data entry and meta data.
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& DFadmin [datafax@explore.didiscover.com] - o x

File Edit Action Help

Studies Roles Users Status License Master Traffic
studies [ Q wildcard Search... | Roles (2)
Number  Name Status Name e

Unrestricted copy

Paste
Save

Revert

Delete

Assign to users

Name [data_coordinator Status | Active v

Description [Levels 0-4, data entry and meta data

Tools & Reports  AutoLogout  Permissions  Restrictions  History

Get Show Show Modify Write Data Queries Reasons
Visits Plates Levels Hidden Fields Int. Queries  Levels Levels c M D L P c M D A R < M oD A
[ Show [ show O oo o o O o o g g O o o d

5. Click Tools & Reports tab. Check (enable) each of the following: DFexplore & API Clients, Server & DFsetup, DFdiscover Reports, and Study Reports.

@ DFadmin [datafax@esplore.didiscover.com] - [m] X

File Edit Action Help

Studies Roles Users Status License Master Traffic
Studies [ Q wildeard Search... | Roles (2)
Number  Name Status Name ey

Unrestricted Copy

Paste
Save

Revert

Delete

Assign to users

Name [data_coordinator Status | Active -

Description |Levels 0-4, data entry and meta data

Tools & Reports ~ AutoLogout  Permissions  Restrictions  History

DFexplore & API Clients Server & DFsetup DFdiscover Reports Study Reports
DFexplore Views [ server |17 DF_ATcrfs ~

Batch Edits Run Report DF_ATfaxes

Dashboard Export Data DF_ATmaods

Data Batch Edit checks DF_CTerfs

Data - Attach subject document Attach Document DF_CTpages

Data - Import subject CRFs Import Data DF_CTqes

Data - Submit FDF Setup DF_CTvisits

Data - with Select View DF_Cycles

Image Plates DF_CycleVisits

Image - Create tasks Edit checks DF_DatabaseDefinition

Image - Delete new records Lookup Tables DF_DataEntryTimeTrend

Image - Raw data entry Sites DF_Enrolment

List - Missing Map || DF_ICcenters v

6. Click Auto Logout tab. If not already checked (enabled), check Inherit from Study to override the default Auto Logout setting with the study setting.
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& DFadmin [datafax@explore.didiscover.com] - o x

File Edit Action Help

Studies Roles Users Status License Master Traffic

studies [ Q wildcard Search... | Roles (2)
Number  Name Status Name - e
[ 25¢ AcceptanceTestStudy availoble ] Unrestricted Copy
|@ data dinator —
save
Revert
Delete

Assign to users

Name [data_coordinator Status | Active v

Description |Levels 0-4, data entry and meta data

Tools & Reports  AutoLogout  Permissions  Restrictions  History
Initial 5 Minutes E
Maximum 30 Minutes s

Inherit from Study

7. Click Permissions tab.

@ DFadmin [datafax@esplore.didiscover.com] - [m] X

File Edit Action Help

Studies Roles Users Status License Master Traffic

Studies | Q wildeard Search... | Roles (2)

Number  Name Status Name ” ey

[ 25¢ AcceptanceTeststwdy avatable | Unrestricted Copy

@ data dinator p—

save

Revert

Delete

Assign to users

Name [data_coordinator Status | Active -

Description |Levels 0-4, data entry and meta data

Tools&Reports  AutoLogout  Permissions  Restrictions  History

Get Show Show Modify Write Data Queries Reasons
Visits Plotes Levels Hidden Fields [t Queries  Levels Levels c M B L P C M D A R c M D A
[ Show [ Show O oo o o O o o g g O o o d

8. Set data permissions with the following settings:

Visits = ALL

o

o Plates = ALL
o Levels = 0-4
o Check (enable) Show Hidden Fields

)

Check (enable) Show Int. Queries

o

Modify Levels = 0-4
o Write = 0-4

o Data Check (enable) = CMDL (Create, Modify, Delete, Lost), but not P (Password).

o

Queries Check (enable) = CMDAR (Create, Modify, Delete, Approve, Reply)

o

Reasons Check (enable) = CMDA (Create, Modify, Delete, Approve)
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10.
11.
12.

& DFadmin [datafax@explore.didiscover.com]

Status | Active

— [m} x
File Edit Action Help
Studies Roles Users Status License Master Traffic
studies [ Q wildcard Search... | Roles (2)
Number  fame Status Name - New
[ 25¢ AcceptonceTestStudy availoble ] Unrestricted Copy
|& data dinator —
Save
Revert
Delete
Assign to users
Name [data_coordinator Status | Active v
Description |Levels 0-4, data entry and meta data
Tools & Reports  Auto Logout  Permissions  Restrictions  History
Get Show Show Modify Write Data Queries Reasons
Visits Plates Levels Hidden Fields Int. Queries  Levels Levels c M D L 3 c M D A R c M oD A
AL AL 04 [ Show & Show 04 04 O £}
O show [ Show O o o o o O o o oo O o o a
. Click to save the role.
Click then [Paste], specify a role name of site_monitor. Click [Create].
Click Restrictions tab.
Enter a Description of Monitor Permissions. Set query restrictions as follows:
o Visits = ALL
o Plates = ALL
o No C =1-30,32
o NoM =32
o No D =1-30,32
o NoA=32
o No R = blank
Click [Save).
& DFadmin [datafax@explore.didiscover.com] — o X
File Edit Action Help
Studies Roles Users Status License Master Traffic
studies [ Q wildcard Search... | Roles ()
Number  fame Status Name - New
Unrestricted Copy
data_coordinator =
Save
Revert
Delete
Assign to users
Name [site_monitor

Description Monitor Permissions

Tools & Reports  Autologout  Permissions  Restrictions  History

Query Category Restrictions
Specify query category code(s) to restrict manual query permissions

Visits Flates NoC Ho M No D No A
ALL ALL 13032 32 1-30,32 32

B
o

13. Select data_coordinator role, click [Copy] then [Paste], specify a role name of site_investigator. Click [Create].

14. Click Permissions tab.
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15. Enter a Description of eSignature Permissions. Set data permissions as follows:
o Visits = ALL
o Plates = 1,7
o Levels = ALL
o Check (enable) Show Hidden Fields
o Check (enable) Show Int. Queries
o Modify = 0-7
o Write Levels = 0-7
o Data = Check (enable) CMDLP (Create, Modify, Delete, Lost, Password)
o Queries = Check (enable) CMDAR (Create, Modify, Delete, Approve, Reply)
o Reasons = Check (enable) CMDA (Create, Modify, Delete, Approve)

Click [Save)

& DFadmin [datsfax@explore.dfdiscover.com]

- o x
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies [ Q wildcard Search | Roles ()
Number  Name Status Name e
[:] 254 Acceptance Test Study _available Unrestricted Copy
data_coordinator —
l@  site_investigator
save
Revert
Delete
Assign to users
Name [site_investigator

Status | Active v

Description |eSignature Permissions

Tools & Reports  Autologout  Permissions  Restrictions  History

Get Shove Show Modify write

Data Queries Reasons

Visits Plates Levels Hidden Fields Int. Queries  Levels Levels c M D L P c M D A R < M oD A
AL 1,7 AL [ Show [ Show 07 07 &
[ Show [ show O oo o o O 0O o o g O o o o

Creating user accounts and assigning study permissions

1. Still as datafax and with the DFadmin application open, click Users tab to open the user definition window.

2. Determine if user data_coordinator has already been defined. Review the list of users to determine if an entry exists for user data_coordinator.

NOTE: If an entry for data_coordinator cannot be located in the list of users, complete Step 3 to Step 12 inclusive.

3. Click [New/Find|to add a DFdiscover account for user data_coordinator. In the dialog, select Create new user enter the Username data_coordinator as shown.

@ DFadmin - New User ? X

(®) Create new user |data_coordinator|

or
() Find existing user Email

Cancel

4. Click to add data_coordinator to the list of users. An empty icon represents data_coordinator, the status of data_coordinator is set to Inactive.

5. Choose the data_coordinator entry from the list of users if it is not already highlighted. Click User Profile tab. Enter these settings:

o Full Name = data_coordinator

o Affiliation = DFnet
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o Email = Your email address

NOTE: A valid email address is required to receive module specific PDF files if you have not specified a printer in the Master view.

& DFadmin [datafax@explore.dfdiscover.com] - [m] x
File Edit Action Help
Studies Roles Users Status License Master Traffic
Users (2) @ Al O Administrators
Username Password Expiry  2FA Status S50 Only Full Name Affiliation Admin Mew / Find
Duplicate
2 datafax 2026-02-03 DFdiscover Admin DFdiscover
Delete
Save
Revert
All Users
Filter by Roles
Wildcard Search
< Add Bulk Users
Username  data_coordinator Status |Inactive v New Password
User Profle  Preferen Permissions  ePRO Admin Permissions  History

Full Name [data_coordinator

Affiliation [DFnet

Address |

aty |

State |

Postal Code

Country |

Telephone |

Fax [

Email  [youremail@yourdomain.com|

[ Two-factor authentication required

[ sso only

6. No further user profile information is needed. Click |S:

7. With user data_coordinator still as the active user, click Permissions tab. Check (enable) Allow access to Image Router.

@ DFadmin [datafox@explore.dfdiscover.com] — o X
File Edit Action Help
Studies Roles Users Status License Master Traffic
Users (2) @ Al O Administrators
Usermame Password Expiry  2FA Status  SSO Only  Full Name Affiliation Admin New / Find
Duplicate
& datafax 2026-02-03 DFdiscover Admin DFdiscover
Delete
save
Revert
All Users
Fifter by Roles
Wildcard Search
< Add Bulk Users
Username data_coordinator Status | Inactive v New Password
User Profile  Freferen Permissions  ePRO Admin Permissions History

Study or DFdiscover Administrator |None

Allow access to Image Router
Study Roles

Study Sites

Subjects

8. To assign a study to data_coordinator, click the blank area below the Study heading. Select 254 Acceptance Test Study from the Study drop-down. Set:

o Sites = All

o Subjects = All

o Role Name = data_coordinator
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& DFadmin [datafax@explore.didiscover.com]
File Edit Action Help

o x
Studies Roles Users Status License Master Traffic
Users (2) @ all O Administrators
Username Password Expiry  2FA Status S0 Only Full Name Affiliation
data_coordinator

Admin New / Find
[ data_coordinator DFnet
2 datafox 2026-02-03

DFdiscover Admin

Duplicate
DFdiscover Delete
Save
Revert
All Users
Filter by Roles
Wildcard Search
< > | AddBulk Users
Username data_coordinator Status  Inactive v New Password
User Profile Preferen Permission: ePRO Admin Permission History
Study or DFdiscover Administrator |Hone
Allow access to Image Router
Study Roles
Study Sites Subjects Role Name
254 Acceptance Test Study ALL ALL

data_coordinator )

9. Select Active from the Status drop-down list to change the status from Inactive to Active for user data_coordinator.
@& DFadmin [datafax@explore.dfdiscover.com] - [m] X
File Edit Action Help

Studies Roles Users Status License Master Traffic
Users (2) ® all O Administrators
Username Password Expiry  2FA Status  SSO Only Full Name Affiliation Admin Mew / Find
data_coordinator data_coordinator DFnet Duplicate
* datafax 2026-02-03 DFdiscover Admin DFdiscover
Delete
Save
Revert
L)
All Users
Filter by Roles
Wildcard Search
< > Add Bulk Users
Username data_coordinator Status HActive iv New Password
User Profile Preferen Permission: ePRO Admin Permission: History
Study or DFdiscover Administrator |None
Allow access to Image Router
Study Roles
Study Sites Subjects Role Name
254 Acceptance Test Study  ALL ALL

data_coordinator

10. Assign a DFdiscover password for data_coordinator by clicking New Password. Enter a password of your choice in place of the auto-generated system password.

NOTE: Remember the password assigned in this step as it is needed in future tests.

11. Save all previously entered permissions, roles and password by clicking .
12. Skip Step 13 to Step 16 and go to Step 17.

13. Locate and choose the entry for user data_coordinator in the list of users. Click Permissions tab and confirm the following settings. If any of the following permissions
do not appear as shown below, set them now.
o Allow access to Image Router box is checked (enabled)

254 Acceptance Test Study is assigned to user data_coordinator.
o Sites = ALL

o Subjects = ALL

o Role Name = data_coordinator
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& DFadmin [datafax@explore.didiscover.com]

o x
File Edit Action Help
Studies Roles Users Status License Master Traffic
Users (2) @ all O Administrators
Username Password Expiry  2FA Status  SSO Only Full Name Affiliation Admin New / Find
data_coordinator 2! 5 data_coordinator DFnet Duplicate
2 datafox 2026-02-03 DFdiscover Admin DFdiscover
Delete
Save
Revert
All Users
Filter by Roles
Wildcard Search
< > Add Bulk Users
Username  data_coordinator Status |Active v New Password
User Profile  Preferen Fermissions  ePRO Admin Permissions  History
Study or DFdiscover Administrator |None
Allow access to Image Router
Study Roles
Study Sites Subjects Role Name
254 Acceptance Test Study | ALL ALL data_coordinator o]

14. Verify the status for data_coordinator. If data_coordinator is set to Inactive, select Active from the Status drop-down list.

15. Assign a DFdiscover password for data_coordinator by clicking New Password. Enter a password of your choice in place of the auto-generated system password.

NOTE: Remember the password assigned in this test step as it is needed in future tests.

16. Save all previously entered permissions, roles and password by clicking E

17. With data_coordinator as the active user, click |D . In the dialog enter a username of data_manager. Click

18. Specify a Full Name of data_manager. Click Permissions tab, then E] within the Study or DFdiscover Administrator. Select Study Admin for Selected Studies,
check (enable) 254 Acceptance Test Study. Click [OK].

@ DFadmin [datafox@explore.dfdiscover.com]

o X
File Edit Action Help
Studies Roles Users Status License Master Traffic
Users (3) @ Al O Administrators
Username Password Expiry  2FA Status  SSO Only Full Name Affiliation Admin New / Find
2 dato_coordinator  2025-11-05 data_coordinator DFnet Duplicate
data_manager data_coordinator DFnet Delete
2 datafax 2026-02-03 DFdiscover Admin DFdiscover
save
Revert
All Users
Filter by Roles

L 1

Wildcard Search

<

> Add Bulk Users

Username data_manager Status | Inactive v New Password

User Profile  Freferen Permissions  ePRO Admin Permissions  History
Study or DFdiscover Administrator |Acceptance Test Study
Allow access to Image Router

Study Roles

Study Sites Subjects Role Name
254 Acceptance Test Study |ALL ALL data_coordinator 5]

19. Confirm the Study Roles permissions. If any of the following permissions do not appear as shown below, set them now.

o Allow access to Image Router box is checked (enabled)

o

254 Acceptance Test Study is assigned to user data_manager.
o Sites = ALL
o Subjects = ALL

o Role Name = Unrestricted
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& DFadmin [datafax@explore.didiscover.com]

- o x
File Edit Action Help
Studies Roles Users Status License Master Traffic
Users (3) @ all O Administrators
Username Password Expiry  2FA Status  SSO Only Full Name Affiliation Admin New / Find
2, date_coordinator  2025-11-05 data_coordinator DFnet Duplicate:
| d or DFnet S
2 datafax 2026-02-03 DFdiscover Admin DFdiscover
Save
Revert
L)
All Users
Filter by Roles
Wildcard Search
< > Add Bulk Users
Username data_manager Status | Inactive v New Password
User Profile  Preferen Fermissions  ePRO Admin Permissions  History
Study or DFdiscover Administrator |Acceptance Test Study
Allow access to Image Router
Study Roles
Study Sites Subjects Role Name

254 Acceptance Test Study ALL

ALL Unrestricted o]

20. Verify the status for data_manager. If data_manager is set to Inactive, select Active from the Status drop-down list.

21. Assign a DFdiscover password for data_manager by clicking [New Password]. Enter a password of your choice in place of the auto-generated system password. Click
[Save).

NOTE: Remember the password assigned in this test step as it is needed in future tests.

22. Click data_coordinator to make it the active user. Click [Duplicate|. In the dialog enter a username of site_monitor. Click

23. Specify a Full Name of site_monitor. Click Permissions tab and confirm the following settings. If any of the following permissions do not appear as shown below, set
them now.

o Allow access to Image Router box is unchecked (disabled)
o 254 Acceptance Test Study is assigned to user site_monitor.
o Sites =99

o Subjects = ALL

o Role Name = site_monitor

& DFadmin [datafax@explore.didiscover.com]

- o x
File Edit Action Help
Studies Roles Users Status License Master Traffic
Users (4) @ all O Administrators
Username Password Expiry ~ 2FA Status  SSO Only Full Name Affiliation Admin New / Find
2 date_coordinator  2025-11-05 data_coordinator DFnet Duplicate
& data_manager  2025-11-05 data_manager DFnet 254
Delete
2 datafax 2026-02-03 DFdiscover Admin DFdiscover
Save
monitor nonitor DFnet
Revert
' All Users
Filter by Roles
Wildcard Search
Add Bulk Users
Username  site_monitor Status | Inactive v New Password
User Prafile  Preferen Fermissions  ePRO Admin Permissions  History
Study or DFdiscover Administrator [None
[ Allows access to Image Router
Study Roles
Study Sites Subjects Role Name

254 Acceptance Test Study 99

24. Verify the status for site_monitor. If site_monitor is set to Inactive, select Active from the Status drop-down list.

25. Assign a DFdiscover password for site_monitor by clicking [New Password]. Enter a password of your choice in place of the auto-generated system password. Click

[Savel.
DFdiscover 5.10.0
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[ NOTE: Remember the password assigned in this test step as it is needed in future tests. ]

26. With site_monitor as the active user, click [Duplicate]. In the dialog enter a username of site_invest. Click

@ DFadmin - Duplicate User ? X

Specify a unique Username.
It cannot be changed after the user is added.

|site_\nvesﬂ

27. Specify a Full Name of site_investigator. Check (enable) Two-factor authentication required.

@ DFadmin [datafox@explore.dfdiscover.com]

- O
File Edit Action Help
Studies Roles Users Status License Master Traffic
Users (5) @ Al O Administrators
Username Fassword Expiry  2FA Status  SSO Only Full Name Affiliation Admin New / Find
2 data_coordinator 2025-11-05 data_coordinator DFnet Duplicate
& data_manager  2025-11-05 data_manager DFnet 254
Delete
2 datafax 2026-03-03 DFdiscover Admin DFdiscover
save
st itor DFnet
2 site_monitor 2025-11-05 site_monitor DFnet Revert
All Users
Fifter by Roles

Username  site_invest Status | Inactive v New Password

User Profile  Preferen: Permissions  ePRO Admin Permissions  History

L 1

Wildcard Search

Add Bulk Users

Full Name site_investigator

Affiliation [DFnet

Address |

city [

State | Fostal Code

Country |

Telephone |

Fax [

Emal  [youremail@yourdomain.com

Two-factor authentication required
O sso only

28. Click Permissions tab and confirm the following settings. If any of the following permissions do not appear as shown below, set them now.

o Allow access to Image Router box is unchecked (disabled)
o 254 Acceptance Test Study is assigned to user site_invest.

o Sites = 99

o

Subjects = ALL

o Role Name = site_investigator
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& DFadmin [datafax@explore.didiscover.com]

File Edit Action Help

Studies Roles Users Status License Master
Users (5) @ all
Username Password Expiry  2FA Status  SSO Only Full Name Affiliation Admin
&, data_coordinator  2025-11-05 data_coordinator DFnet
& data_manager  2025-11-05 data_manager DFnet 254
2 datafax 2026-02-03 DFdiscover Admin DFdiscover
& site_monitor 2025-11-05 site_monitor DFnet
Username  site_invest Status | Inactive v New Password
User Profile  Preferen Fermissions  ePRO Admin Permissions  History

Traffic

O administrators
New / Find

Duplicate:
Delete
Save
Revert
All Users
Filter by Roles

L ]

Wildcard Search

Add Bulk Users

Study or DFdiscover Administrator |None

[ Allow access to Image Router
Study Roles

Study Sites Subjects
254 Acceptance Test Study |99 ALL

Role Name

29. Verify the status for site_invest. If site_invest is set to Inactive, select Active from the Status drop-down list.

30. Assign a DFdiscover password for site_invest by clicking [New Password]. Enter a password of your choice in place of the auto-generated system password. Click

NOTE: Remember the password assigned in this test step as it is needed in future tests.

31. Click Studies tab followed by History tab. The study history is displayed in Simplified view.

& DFadmin [datafax@explore.didiscover.com]

- o x
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies [ Q_ Wildcard Search
Number  Name Status New
Delete
Save
Revert
Configurations ~ Auto Logout ~ Permissions ~ Watermark ~ History
@isimplfied; O Detailed history | Refresh Filter... | Show [ roles Save As...
Date and Time Detail a
2024-02-22 14:07:40 datafax added role "Unrestricted” to study "254 - Acceptance Test Study" with Status "Active", Description "Full Permissions", DFexplore & API Clients "All", DFdiscover Reports "All", Study
1 Reports "All", Server & DFsetup "All", Initial Auto Logout "Inherit from Study”, Maximum Auto Logout "Inherit from Study”
N datafax granted study "254 - Acceptance Test Study" role "Unrestricted” permission with Status "Active", Visits "All", Plates "All", Data "Create, Modify, Delete, Missed", Queries "Create,

3 2024-02-22 14:09:30 datafax granted user "datafax" access to study "254 - Acceptance Test Study" role "Unrestricted” with Status "Active", Sites "All", Subjects "All"

Modify, Delete, Approve, Reply", Reasons "Create, Modify, Delete, Approve”, Levels "All", Modify Levels "0-7", Write Levels "0-7", Hidden Fields "Shows all’, Internal Queries "Show all”

2024-02-22 14:15:31 datafax added role "data_coordinator” to study "254 - Acceptance Test Study” with Status "Active", Description "Levels 0-4, data entry and meta data", DFexplore & API Clients "All",

+ DFdiscover Reports "All", Study Reports "All", Server & DFsetup "All", Initial Auta Lagout "Inherit from Study”, Maximum Auto Logout "Inherit from Study”
datafax granted study "254 - Acceptance Test Study" role "data_coordinator” permission with Status "Active", Visits "All", Plates "All", Data "Create, Modify, Delete, Missed", Queries "Create,
E Modify, Delete, Approve, Reply", Reasons "Create, Modify, Delete, Approve”, Levels "All", Modify Levels "0-4", Write Levels "0-4", Hidden Fields "Shows all", Internal Queries "Show all”
2024-02-22 14:16:46 datafax added role "site_investigator” to study "254 - Acceptance Test Study" with Status "Active", Description "Levels 0-4, data entry and meta data", DFexplore & API Clients "All",
6 DFdiscover Reports "All", Study Reports "All", Server & DFsetup "All", Initial Auto Logout "Inherit from Study”, Maximum Auto Logout "Inherit from Study"
datafax granted study "254 - Acceptance Test Study" role "site_investigater” permission with Status "Active", Visits "All", Flates "1,7", Data "Create, Modify, Delete, Missed, Password
7 Required”, Queries "Create, Modify, Delete, Approve, Reply", Reasons "Create, Modify, Delete, Approve”, Levels "All", Modify Levels "0-7", Wirite Levels "0-7", Hidden Fields "Show all",
Internal Queries "Show all"
g 2024-03-22 14:20:43 datafax granted user "dats_coordinator” access to study "254 - Acceptance Test Study” role "data_coordinator” with Status "Active", Sites "All", Subjects "All"
g 2024-02-22 14:23:02 datafax revoked user "data_manager” access to study "254 - Acceptance Test Study” role "data_coordinator” with Sites "All" Subjects "All"
10 datafax granted user "data_manager” access to study "254 - Acceptance Test Study” role "Unrestricted” with Status "Active”, Sites "All", Subjects "All"

11 2024-02-22 14:24:10 datafax changed user "data_manager" access to study "254 - Acceptance Test Study” role "Unrestricted” with Sites "All" Subjects "All", Status to "Inactive"
12 2024-02-22 14:26:29 datafax granted user "site_monitor” access to study "254 - Acceptance Test Study” role "data_coordinator” with Status "Active”, Sites "99", Subjects "All"

32. Select Detailed history to view the detailed history of changes.
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& DFadmin [datafax@explore.didiscover.com]

- o x
File Edit Action Help
Studies Roles Users Status Master Traffic

Studies | Q wildeard search |

Number  Name Status e

[:] 254 Acceptance available Delete

Save
Revert
Configurations ~ Auto Logout  Permissions ~ Watermark  History
O simplified @ Detailed history! | Refresh Filter... | Show Eroles [ users Save As...
Date and Time Who Change User Name Role Name ‘What Changed  Aftribute Old value New Value 2

1 2024-02-22 14:07:40 datafax new role Unrestricted properties Status Active

2 Name Unrestricted

3 Description Full Permissions

4 DFexplore & APT Clients All

s DFdiscover Reports All

6 Study Reparts Al

7 Tasks

g Server & DFsetup Al

9 Tnitial Auto Logout Inherit from Study

10 Maximum Auto Logout Inherit from Study

11 2024-02-22 14:07:40 datafax new role Unrestricted  permission  Status Active

12 Visits: Al Visits All

13 Plates: Al Plates Al

1 Data Create, Modify, Delete, Missed

15 Queries Create, Modify, Delete, Approve, Reply

1 Reasons Create, Modify, Delete, Approve h

33. Click [Save As..]. In the resulting dialog specify a filename of module1_studyhistory.xIsx, click [S

Enable high definition imaging

1. To enable high definition imaging, click the Traffic tab. Within that view, click the Inbound tab to display the Inbound view.

2. Check Enable High Definition Imaging. The Normal Colors checkbox is enabled by default. If it is not, enable it. Click to save the settings.

@ DFadmin [datafax@explore. dfdiscover.com]
File Edit Action Help

Studies Roles

Inbound Outhound Auto Reply

Users Status

License Master Traffic

Candidate Hosts |explore dfdiscover com

Viorking Directory fopt/dfdiscover fwork
Archive Directory fopt/dfdiscover farchive

Enable High Definition Imaging

@ Normal Colors (0 32 Bit Colors

Status Enabled

Save Revert

3. Select > to close DFadmin.

Start the Acceptance Test Study Control Panel application

1. The remaining steps in this module require datafax privileges. Open the DFATK (Control Panel) login dialog.
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lE‘] DFATK - DFdiscover Acceptance Test Kit (ATK)

DFdiscover Server

2025 Version 5.10.0

ﬂ| explore. dfdiscover.com

Username

datafax

Password

Home | Proxy Config 48 | About

2. Enter the name of the DFdiscover Server on which the Acceptance Test Kit has been installed. As the Acceptance Test Kit Control Panel must be run as datafax, the

Username field cannot be edited. Enter the previously specified password for datafax and click

[E) DFATK [datafax@exploredfdiscover.com]

dfatk

Modules:

\ 1. Installation and Initialization Module 1
1

2. DFdiscover Client
3. Study Setup

4. eCRF Creation

5. Custom Properties

6. Subject Alias

7. EDC Data Entry

8. Image Data Entry

9. User-defined Query Category
10. Multiple Queries per Field
11. Data Review

12. External Query Reports

ot yet performed

13. Replying to EDC Queries

14. Re-submitting Query Corrections
15, Data Export and DFsas

16. PDF File Creation

17. DFweb Data Entry

18. DFcollect Mobile Data Collection

19. DFengage ePRO Data Entry

Exit

Help

- o x

Welcome to the Acceptance Test
Kit

This control panel is used to put the ATK study into a base
state for each test module and then, after performing all

tests in the module, to compare the new study state with
the results expected by the ATK designers.

Before using this control panel you must:

1. Download the ATK Manual (pdf) from the
documentation section of https://

wivew. dfnetresearch. com/software/client-support.
Download and install the DFdiscover dlient applications
available in the DFdiscover client installation package.
Install the ATK study and create roles and users by
fallowing the instructions in the ATK Manual for Module
1: "Installation and Initialization". This must be done by
someone with DFadmin privileges.

]

When module 1 is completed select it and click End in this
control panel. Then, after printing the ATK Manual select
Module 2 and click Begin to set its base state. After
completing the steps for Module 2 click End. If the new
study state matches the expected state a green check mark
will appear on the module buttan to show that it has been
completed successfully. Tf there are errors a red X will
appear and error messages will be displayed in the right-
hand panel.

Repeat these steps to camplete the remaining modules.
Successfully complete each module before proceeding to
the next module. Repeat any modules that resulted in errors
by clicking Reset Module to end the module and then
Begin to reset the base state.

Use the chack boxes beside the description of expected
results, and the Summary of Tests sheet in the ATK
Manual to dagument your work.

Save Print Clear

3. In the Control Panel, confirm that Module 1. Installation and Initialization is the current module and that its status is Not yet performed. Click to complete

Module 1. Installation and Initialization.

[E) DFATK - Information

o The expected and actual databases match.

Module 2. DFdiscover Client Applications

Tests & Requirements

1. Send PDF images to DFexplore.

2. Resetting a user login password.

3. Verify the online user documentation. Open the Image Router and verify the appearance of the Welcome Image.
Acceptance Test Manual
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4. Open the Acceptance Test Study and verify the standard DFexplore views.
5. Start DFsetup and verify version information.
6. Verify the online setup documentation. Open the Acceptance Test Study setup and verify the standard DFsetup views.

Estimate of Time Required: 20 minutes
Begin Module 2. DFdiscover Client Applications

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click [2. DFdiscover Client Applications] followed by to begin this module.

Send PDF images to DFexplore

1. Click [Send Welcome Image] to email a copy of Welcome_Fax.pdf to site_monitor. Clicking more than once will result in multiple pages arriving to your email inbox.

NOTE: Save the Welcome_Fax.pdf file received via email to your local computer. This file is required to complete the remainder of this module. Refer to “Creating
user accounts and assigning study permissions.” as a valid email address is required for site_monitor to receive the module specific PDF files.

2. Start DFsend, login as user site_monitor as described in “How to start DFsend”.

3. Click [Add). From the Select PDF Files file selection dialog, locate the previously saved Welcome_Fax.pdf file. Select the file, Click [Open].

DFsend [site_monitor@explore.dfdiscover.com] - O x
File  Help
File Name Status Add...
Jftsclientfimagedatafatistates/.val254_states/inputs/Welcome_Fax.pdf -
Remave

S W =5

Send

Show Log

NOTE: Alternatively documents can also be added by dragging-and-dropping the desired PDF files from a local file folder into the list area.

4. Click [Send]. In Verify Password dialog, enter site_monitor in the Username field and the previously assigned password in the Password field. Click [OK].
DFsend - Verify Password ? x

A password is required to send PDFs.

Username |site_mnmtnr |

Password |--unu| |

Concel

5. In the resulting Send PDFs to DFdiscover dialog, confirm 1 success and 0 failure are shown. Click .

DFsend - Send PDFs to DFdiscover ? x

Total 1 PDF files:

1 success
0 failure

6. Click [Show Log|to review the DFsend transmission history.
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DFsend [site_monitor@explore.dfdiscover.com]

- m} x
File  Help
File Name Status Add...
Remove
A )
iy [H
Send
I Hide Log
Send Log Total: 1 Sent: 1 Clear Log... Export Log...
File Name Status Send Date N

v [ftsclient/imagedata/atkstates/.val254_states/inputs/Welcome_Fax.pdf sent  2021-02-12 11:53:49

7. Select [Filg] > [Exit).

NOTE: Wait 2-3 minutes prior to proceeding to DFexplore.

Resetting a user login password

1. Start DFexplore, enter data_manager in the Username field of the login dialog, and click |Forgot Password?|.

2. In the Reset Password dialog, enter the email address associated with the data_manager account and click [Submit]. A confirmation message appears: Instructions
to change your password have been emailed to you.

@ DFexplore - DFdiscover Data Management

dfexplore

DFdiscover Server

2025 Version 5.10.0

H| explore.dfdiscover.com

Username

|data_manager

Password

3. Open the password reset email from your DFdiscover server and click the provided link to reset the data_manager password.

Forgot Password?

Home | Proxy Config # | Topics | About

Reset Password

To reset your password, enter your previously registered Email
address and click Submit. A Password Reset Email will be sent to
your email address with instructions for completing the password
reset.

Email

‘youremall@yourdomam.com|

Cancel

Instructions to change password has been emailed to you.

4. Enter and confirm a new password, then click |Update|
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v @ SetPassuo x o+ - o x

<« C % dfwsdfd Ta0oyMKkvStVLSUWLETOLOStOkvOz61)S SkMINZEtMTy2qMTIwMjUOMDQ INDC2NTIFAPCWEYw=8itkn=UxHax3DW9A3ugQ.. % @

o .
4" dfdiscover

Change Password

Password changed successfully.

2025 DMt Ressaren ine. Al Rights Reserved

5. A message confirming Password changed successfully. is displayed in your browser, and a notification email is sent to the address associated with the
data_manager account.

Verify the online user documentation. Open the Image Router and verify the appearance of the Welcome Image

1. Return to DFexplore, login as user data_manager and choose 254 Acceptance Test Study as described in How to start DFexplore.

2. Select Help > to access the documentation. In the documentation window click Preface, confirm the documentation version number matches the installed
software Version 5.10.0. Select to dismiss the documentation window.

I = ‘ 3 DFexplore User Guide X ‘ ke e 5] X
& 3 O @ O bups/mwwdietresearchcom/wp-content/uploadsdidise exploreh ] 'l 5 L2
. 4 .
DFexplore User Guide l’ dfdiscover 2025

« Preface

Preface @

DFdiscover Release 5.10.0

« Introduction

« AGuided Tour
All rights reserved. No part of this publication may be re-transmitted in any form or by any means, electronic, mechanical, photocopying, recording, or otherwise,

o UeiglRaplem without the prior written permission of DF/Net Research, Inc. Permission is granted for internal re-distribution of this publication by the license holder and their

« Dashboard View employees for internal use only, provided that the copyright notices and this permission notice appear in all copies.

+ DataView The information in this document is furnished for informational use only and is subject to change without notice. DF/Net Research, Inc. assumes no responsibility
« Queries View or liability for any errors or inaccuracies in this document or for any omissions from it.

« Reasons View All products or services mentioned in this document are covered by the trademarks, service marks, or product names as designated by the companies who market

. Image View those products.

« List View Google Play and the Google Play logo are trademarks of Google LLC. Android is a trademark of Google LLC.

* ReportsView App Store is a trademark of Apple Inc.
« Schedule View

Oct 152025
- Status View

« Batch Edits View
Copyright © 2025 DF/Net Research, Inc.

Getting Help

For software support, Please contact the DFdiscover team:

« Imaoe Rontar

3. Select [Filg] > [Close Study] to exit the study.

4. In the DFexplore login dialog, Click Image Router|to start the Image Router. Locate the Welcome image by selecting the page from the list of documents in the CRF
ID panel.
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@ DFexplore - Image Router[data_manager@explore.dfdiscover.com] - O X

File Page Action Help
CRFID £
v 2107.0001001

Welcome to
DFdiscover
Validation Study 254

Study Plate Visit [ Preserve keys it to Width e

1 routable pages (0 busy) 2107.0001001 [2550x3300]

NOTE: Any pages that have been received and which DFdiscover could not identify as CRFs for any of the studies registered at your site, will be found in the
Image Router. The Welcome image is added during initialization of the module. If there are more pages than the Welcome image in your Image Router window,

you may need to locate the Welcome image in the list of images in the CRF ID panel.

5. Print the Welcome image from the Image Router by selecting > [Print. Choose your locally installed printer, choose All for Page Range, and click [Print].

6. Delete the Welcome image from the Image Router by selecting > [Discard]. Click [OK] to confirm the discard action.

@) DFexplore - Confirm discard ? X

o This action cannot be undone.

OK to continue?

Conce

7. Select > to exit the Image Router. The study selection dialog is presented.
Open the Acceptance Test Study and verify the standard DFexplore views

1. In the study selection dialog, highlight the entry for 254 Acceptance Test Study. Click [Continue].

@ DFexplore [dst_manager@explore.didiscover.com] Acceptance Test Study - All Records - o X
File Edit View Select Show Subject Visit Plate Field Window Help

Site 0 - DFnet (Error Monitor)
Site 10 - Hospital £1

Site 20 - Hospital 22

Site 99 - Hospital £99

Switch to List View

Reason for Data Value
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NOTE: If this step is performed within 60 seconds of closing the Image Router window, the Username, Password and list of studies are still visible. If more than

60 seconds have elapsed, you will first need to re-enter the Password for data_manager, and click n to view the study selection dialog. Then highlight the
entry for 254 Acceptance Test Study and click i

2. Select > [Preferences]. In the Preferences dialog, open each panel and set the options exactly as illustrated. When finished, click to save the settings and
close the dialog.

@ Oexplore - Preferences X

[ Use subject alias

Default viewis | Data v
Auto logout after [5_|3] minutes of inactivity
Language default v

v Data Window

[ Expand allvisits vihen a subject binder is open

Display first page when a visitis open

[ Advance to next field after current field s filed

Open first task record when task set is built

[ warn before opening next subject when traversing task records
[ Retain scroll position when traversing task records

Display date picker for current date field

[ Auto text alignment for number, date, and time fields

[ Display metadata editor panel

€CRF background color
FEABAEL

v Image Window

|

[ visplay document panel
Auto open/close s image is available/unavailable
Display method

O toggle screen between data and image views

O split screen: data left, image right

O split screen: image left data right

® split screen: data top, image bottom

O split screen: image top, data bottom

O sticky toggle: retain data or image view across records

v Record List

Display visitas @ number : label O number O label
Display plate as @ number : label O number O label
Display steas @ number - label O number O label
Record navigation @ subject binder O record list

> Query Defaults

> List View

> Image View

v_Reports View

Each report run opens in a new tab

v_Background Options

Color O black O white ® color
CRF Type|Default v

Cancel

to make Image view the current view. Set Quantity = 25. Do not change any other settings in the Automatic Retrieval dialog and click to
retrieve the new documents.

@ DFexplore - Automatic Retrieval ? X

12 images for selection, 0in use

Save level | 1-level 1 o Enable edit checks
Select ®) document O page O plate
By Age @ oldest () newest
Quantity documents
Repeat
O Cancel

NOTE: The record retrieval dialog displays the last retrieval mode from the session preferences for each user on each computer. If data_manager previously
used DFexplore in another mode, you may not see the Automatic Retrieval dialog that is illustrated. You may see a different record retrieval dialog. When this

happens, click in that record retrieval dialog. Then select [Select] > [Automatic Retrieval] and, as necessary, correct the settings in the resulting dialog so
that they match the illustration.

4. Image view becomes the current view, 12 new records are displayed in the record list panel, and the first record is highlighted. The main window displays the data
record in the top pane and document image in the bottom pane.
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{D DFexplor [data_manager@esploredciscover.com] Acceptance Test Study - Image

File Edit View Selet Plate Field Window Help

of

L L L
DataFax #254 Plate #002

e e S -

M oL
PATIENT ENTRY FORM

Randomization

random medication code nu

Medication Code #:

Medical Examination

LLrrrrrrn
Visit #001
Enty Dato (08/01/97 |

day  month  year

Provided the patient meets. al ligloilty crtera, call e randomization hot ine ((605) 999-8888) for this patient’s
mber.

Give the patient oie bottle of study medication from the medication kit with this code number.

~

Nember (2191101 O] 2 nitias |3 [AIM]
F o

L
PATIENT ENTRY FORM

Enery pute 018 [O11][917
day

morth _year

et o i

dey  month  year

ot | | CITar=1

Previous Set Nextset
Switch to Data View Randomization
Query D Provided the pafient meets all eligibility criteria, call the ization hot line ((305) this patient's
random medication code number.
Medication code: L1121 3] 4]
Give the patient one bottie of study medication fram the medication kit with this code number,
Reason for Data Value Medical Examination

V=1

T | PT—

5. Select [View] > to change to Data view. In the confirmation dialog, click [OK] to release the set of image records.

@ DFeplore [dsta_mansger@esplre ddiscovercom] Acceptance Test Sy - Al Records
Fle Edt View Select Show Subject Vst Plte Fild Window Help

- o x

2% Site 0 - DFnet (Error Monitor)
22 site 10- Hospital #1

22 site 20 - Hospital 22

22 site 9 - Hosptal 299

Sitch to st View

Query| <

Reason for Data Value

6. Double-click the entry for Site 99 - Hospital #99 in the record list panel. The site opens to display the subject list. The subject list displays all enrolled subjects and the

next 5 potential subjects for the site.
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@ DFeplore [dsta_mansger@esplre ddiscovercom] Acceptance Test Sy - Al Records

File Edit View Select Show Subject Visit

Plate Field Window Help

2% Site 0 - DFnet (Error Monitor)
22 site 10- Hospital #1
22 site 20 - Hosptal 22
2osite 8 - Hosptal 299
12 90001
2, 90003

12 so00s
os0s

Sitch to st View

Query| <

Reason for Data Value

7. Double-click the entry for Subject 99004 to list all visits for that subject. Select [Subject] > [Expand All Visits]. In the record list panel, locate the 6: Form 6 entry

belonging to the 30 : Study Termination visit. Click it to make it the active page in the main data window.

@ DFeplore [dsta_mansger@esplre ddiscovercom] Acceptance Test Sy - Al Records - o x

File Edit View Select Show Subject Visit

Plate Field Window Help

99004 -90f 14

12 99001 D
12 99003
v (2w
~ 1M 0: Screening Visits
1:Form1
v J1:Baseine
{m2:Form>2
3:Form3
4:Formd, Py 1
~ 1M 21: 1 Month Follow-up
5:Forms, 1 Morth
18 22: 2 Month Follow-up
5:Forms, 2Month
~ [H23:3 Month Follow-up
5:Forms, 3Month
~ 1 24: 4 Month Follow-up

A RARA R RRENEEEE §
DataFa #254 e 1006
Rambor s
F M L
PATIENT EVALUATION REPORT

Your assessment of the study medication is very important to us. Please answer each of the following
questions by drawing a vertical line across the scale at the point that best describes your response.

1. Convenience: How convenient did you find the 1 pill/day regimen?

Not Very g Very
Convenient 055 Convenient

2. Swallowing: How easy was it to swallow the pills?

1. Convenience: How convenient did you find the 1 pilliday regimen?

Reason for Data Value

5:Form 5,4 Month ey o Yery o
~ 9 30: tucly Termination -
(IR MMRINEEREEE ]}
orm 7 DataFax #254 Plate #006
sl < R ey
Swith o st View ERMED
= 4=+ PATIENT EVALUATION REPORT

Your assessment of the Study medication is very important o us. Please answer each of the following
questions by drawing a vertical line across the Sale at the point that best describes your response.

Ty Very
Convenient  t— I Convenient
2. Swallowing: How easy was it to swallow the pills?
Very very
Difficult. 1 Eas 4

{11

T || Prp—

8. 6: Form 6 has been defined in the study setup with colored, multi-language backgrounds as well as the default black/white English background for the data entry

screen. Select > [Preferences]. In the Preferences dialog, change:

o CRF Type from Default to Dutch

Click to save the preferences and close the dialog. Confirm that the background CRF in the data window has refreshed to the Dutch version.
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10.

11.

re

File  Edit

99004 -90f 14

[data_ t

Test Study - All Records - o x

View Select Show Subject Visit Plate Field Window Help

12 99001 @
1.2, 99003
v 2 99004

~ {1 Bsdine

0: Screening Visits

3:Form3
4:Form 4, Pg 1

21:1 Month Follow-up
5:Form's, 1 Month

22:2 Month Follow-up
5:Form's, 2 Month

23:3 Month Follow-up
5:Form's, 3 Month

24: 4 Month Follow-up

patiint Initiaien
Nummer 99004 Patignt

Uw beoordeling van de studiemedicatie is zeer belangrik voor ons. Wilt U alstublieft alle volgende
{2:Form2 vragen beantwoorden door op de horizontale ljin een verticaal streepje te plaatsen op de plaats die
het beste past bij uw situatie.

Plate #006

1. Gemak: Hoe ervaart U het gemak van het innemen van 1 pil per dag?

Niet | Iy Zeer
‘gemakkelik 055 ‘gemakkelik

2. Slikken: Hoe gemakkelijk ijn de pillen doo te slikken?

53Fomm 4 onth Zoor g o0 v
30:Stuy Terminaton -
(JVRMARIREEEEEE ]}
7:Form7 DataFax #254 Plate #006
:Fom 1

Query|

Shitch to st Vie

< E]

Reason for Data Value

S R s 1

Your assessment of the Study medication is very important o us. Please answer each of the following
questions by drawing a vertical line across the Sale at the point that best describes your response.

F ML

PATIENT EVALUATION REPORT

1. Convenience: How convenient did you find the 1 pilliday regimen?

vy Very
Convenient  —. Il Convenient

2. Swallowing: How easy was it to swallow the pills?

Very | very
Difficut Eas v

m{1—+1

Re- Select

dialog.

re

Last Save: 4/15/2009 15:22:39

> [Preferences]. Change the Background Options choice for CRF Type from Dutch to Spanish. Click

File  Edit

99004 -90f 14

[data_ t

Test Study - All Records - o x

View Select Show Subject Visit Plate Field Window Help

v .

12 99001 @
1.2, 99003
v 2 99004

0: Screening Visits

1: Baseline
Su evaluacion do este estudio 6s muy importante para nosolros. Por favor responda ada una de las
im2:Fom2 siguientes preguntas dibujando una finea vertical n {oda la escala en'el punto en el que mejor
2 Fams describe su respuesta.
45Fom4, Py 1

2121 Month Follow-up
5:Form 5, 1 Month
22:2 Month Follow-up
5:Form 5, 2 Month
2323 Month Follow-up
5:Form 5, 3 Month
24:4 Month Follow-up

Numero de Iniciales det
Paciente 99004 Paciente

e _

Plate #006

1. Conveniencia: ; Qe tan conveniente ha encontrado el régimen de 1 pildora diaria?

] g Muy
conventente ] convenlente

2. Deglutir: Qe tan facil fue deglutir las pildoras?

5:Form 5, 4 Month W ] 0 My .
30: Study Termination -
(IR RRRINEEEEEN ]}
7:Form7 DataFax #254 Plate 006
20:Form 11

Query|

Shitch to st Vie

< (=]

Reason for Data Value

S R s 1

Your assessment of the Study medication is very important o us. Please answer each of the following
questions by drawing a vertical line across the Sale at the point that best describes your response.

F ML

PATIENT EVALUATION REPORT

1. Convenience: How convenient did you find the 1 pilliday regimen?

vy Very
Convenient  —. Il Convenient

2. Swallowing: How easy was it to swallow the pills?

Very | very
Difficut Eas v

{11

Re- Select

¥ Background Oy

Color

O black () white (@) calor

CRF Type| Default -

Last Save: 4/15/2009 15:22:39

> [Preferences]. Reset the Background Options for CRF Type to Default. Click

to save the preferences and close the dialog.

o apply the preferences and close the

Double-click the entry for 99001. This closes 99004 and opens the list of visits for 99001. Select [Subject] > [Expand All Visits| to open all visits and pages for subject
99001. In the record list panel, locate 1: Form 1 under 0 : Screening Visits. Click it to open the page in the main data window.
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@ DFexplore [data_manager @explore.dfdiscover.com] Acceptance Test Study - All Records.

File Edit View Select Show  Subject

99001-1of 21

2. Site 0 - DFnet (Error Monitor)

22 site 10 - Hospital #1

22 site 20 - Hospital 2

2% Site 99 - Hospital 299
v & 9001

v 0 Screening Visits

~ 1 Baseline
2:Form2
3:Form3
4:Form4,Pg 1
21: Lab Results
v 21: 1 Month Follow-up
5:Form’5, 1 Month
21: Lab Results
v 22:2 Month Follow-up
5:Form 5, 2 Month
21:Lab Results
v 23: 3 Month Follow-up v

Visit  Plate Field  Window  Help

Switch to List Vien

Query, <

Reason for Data Value

-
AR RN IR
DataFax #254 Plate #001 Visit #000

Number iniiars

F M L

BLOOD PRESSURE SCREENING VISITS

Age years Sex O Male Race ® Caucasian
® Female O African American
O psian
O owerpecty ]
systolic diastolic

J0% ] g
/s8]

Screen1:  Date [03/03/97 Reading 1:

day  month  year

Last Save: 12/10/2014 09:16:52

Reading 2: mmHg v
~
RNERRERRIVRR TR Y LR ertitl
DataFax #2594 Plate #001 Sequarce 3000
Ravener P B e
ML
BLOOD PRESSURE SCREENING VISITS
Age years Sex [] Male Race M Caucssion
Female 3 sican American
O asian
[ other, specity:
systoiie diasfolic
Reading 1: I mmHg
reasing2: (1 [ 7101/ - .
(1] =]

> |All Queries| to display all queries for the current subject.

12. Select to switch to Queries View. Select
) DFexplore [data_manager@explore.dfdiscover.com] Acceptance Test Study - All Records - [u] x
File  View Show Query Window Help
Site 99 - 2 queries (0 resoived and 2 outstanding) modified on Wednesday, Apri 15, 2009
Site / Subject Visit: Page Field : Category Status & Replies.
22 Site 0- DF/Net Soft...
&2 site 10 - Hospital #1
&5 site 20 - Hospital 52
&% site 99 - Hospital #99
n 99001 Baseline: Form2  Smoking Status := blank (Missing) Outstanding (New)
Modified by: valid14/15/2009 15:08:40
[ Baseline : Form 2 + (Missing) Outstanding (New)
Modified by: valid1 4/15/2009 15:20:10
13. Select o switch to Reasons View. Select > |All Reasons|.
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@) DFexplore [data_manager@explore dfdiscover.com] Acceptance Test Study - All Records
File View Show Resson Window  Help

Site 99 - 54reasons (0 rejected and 0 pending)

Site / Subject Visit : Page Field : Reason Status.

&2 site 0 - DF/Net Softurare ULC (Error Monitor)

&2 site 10 - Hospital #1
Site 20 - Hospital £2.

&site 99 - Hospital 200
[ Baseline: Form 2 z::':;:';m:ck Setinit Approved - valid1 4/15/2000 15:08:24
| B Beseline: Form 2 ‘S"S'E;‘zg“f)mﬂk WeightEauiv Approved - valid 4/15/2009 15:08:32
| Bt Baseline: Form 2 ;‘:i;‘:;;”g;‘m HeightEquiv Approved - valid1 4/15/2009 15:08:33
(] =0 G e oo z:{i:;:';““f:‘;k ST Approved - valic 4/15/2009 15:08:06
[ B Baseline: Form 3 ;Mg’;;;"ld‘j:e‘:f&; | pration mONtS:  ppproved - valid] 41572009 15:08:53
| 2 Baseline: Form 3 i;g;:;: ST Approved - valid1 4/15/2009 15:08:56
| st Beseline: Form 3 - Z‘;D; d:‘f:i‘!{idcﬂkmys Approved - valid1 4/15/2009 15:09:10
[ =i B=diectomiiap z:l":;z';‘:‘f::(k Setinit Approved - valid1 41572009 15:09:14
| I Baseline: Form 4, Pg 1 ;f:;’:;{“‘:ii”é;ways Approved - valid1 4/15/2000 15:09:25
| Baed Baseline: Form 4,Pg 1 éfs;’éﬂ(‘:i?’;ways Approved - valid1 4/15/2009 15:09:38
] o 1 Month Follow-up : Form 5, 1 Month :Iu;;t:;\luf:‘; s Approved - valid1 471572009 150948
] s 1 Month Follow-up : Form 5, 1 Month \S,ﬁigcle(dk\tg):heck I Approved - valig] 471572009 150959
I 99001 2 Month Follow-up : Form 5, 2 Month z;ﬂ:;t::‘\:\::‘:(k setnit Approved - valid1 4/15/2009 15:10:10
] o 2Month Follow-up : Form 5,2 Month \Slﬁlg;‘le(dk\tg):hack S A= O B DD
I 99001 3 Month Follow-up : Form 5, 3 Month z::';;t:;ri:(k Setit Approved - valid1 4/15/2009 15:10:33
] o 3 Month Follow-up : Form 5, 3 Month ‘slﬁf;‘e;ﬁf]{hm . Approved - vaid! 411572000 15104
) o 4Month Follow-up : Form 5, 4 Month zgi;;tﬁl;\tt\isﬁ - Approved - valig] 471572009 151100
I 99001 4 Month Fellow-up : Form 5, 4 Month \Sl\ﬁlg;le(dk‘lg)(;‘e(k Weighttquiv Approved - valid1 4/15/2009 15:11:07
] o 4Month Follow-up : Form 5, 4 Month ?e:‘:ayy’\:;fzu::(lﬁ:alﬁc:::;mrj Approved - valid! 411572008 15:10:55
I 99001 4 Month Follow-up : Form 5, 4 Month 2;11);”\:;? (:z{?;ﬂ:ﬂ?;ﬂz’;ed, Explain: Approved - valid1 4/15/2009 15:10:57
[ 4Month Follow-up : Form 5, 4 Month iziyyr\:;friis&g:;e; M OOt e validt 41572009 151057
[ 4Month Follow-up : Form 5, 4 Month Next Visit Date of next scheduled vist: 0 esner

14. Select

Screening Visits from the list of plates.

@) DFexplore [data_manager@explore dfdiscover.com] Acceptance Test Study - List

Fle Edit View Select Show Page Field ‘Window Help

Modules Custom DFSTATUS DFVALID  DFRASTER  DFSTUDY DFPLATE DFSEQ

[58004,0,1] - 1of 3 0815/000T001 254 i [}
0915RO00S001 254 1 0

002 - Patient Entry Form IS 1 0915/000V001 254 1 0

003 - Medical History
004 - Current Medications
005 - Monthly Follow-up Form
006 - Patient Evaluation Report
007 - Study Termination

008 - Medication Log

003 - Adverse Event Report
010- Death Report

011 - Weekly Patient Diary
020- Date Log

SUBJD PINIT AGE SEX RACE RACEOTH SDAT  SBP1

99001 ABC &0 2 1 03/03/97 170
99003 XVZ 65 1 1 07/01/97 145
99004 TRB 0 1 3 01/06/97 172

metadata - Query Reports
ettt - Ressons ENERERRITNTT]
metadata - Queries DataFax #254 Plate 4001

etadata - Missed - -

Age years sex [] Male

Female

Sersont:  Date []

day  moalh  year

- [+ ralrsrelraca!

AN INREEREEE

Sequence %000

F M L
BLOOD PRES$SURE SCREENING VISITS

Race P Gaucasian
[ Aican american
[ asian
O other, specify:

Systolic ciastalic

/ mmHg

Reading
Readng [/ g
Reading 3 / bl

systolic drastolic
ilzta1d Pl |

to switch to List View. Confirm that the Plates & Metadata tab is highlighted at the top of the record list panel. Click 001 - Blood Pressure

15. Choose the Modules tab at the top of the list panel to display a list of all modules defined for the study. Click Demographics - Patient Demographics module.
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@) DFexplore [data_manager@explore dfdiscover.com] Acceptance Test Study - List - o x
File Edt View Select Show Page Field Window Help

Plates & Metadata || Modules Custom DFSTATUS DFVALID DFRASTER DFSTUDY DFPLATE DFSEQ DFPID DFMNAME DFMID DFMREF AGE SEX RACE RACEOTH BRTHDAT
[53001,0,1] - 1of 5 [R] 0515/000T001 254 i 0 99001 Demographics 5016 1 0 2 1 £
AEChanges - AE Changes [ 0915/000T002 254 2 1 99001  Demographics 5016 1 15/02/37 09
AEDescription - Adverse Event Description 3 1 03150005001 254 1 0 99003 Demographics 5016 1 65 1 1 o
AEResolution - Adverse Event Resolution 4 1 0915/000V001 254 1 0 09004 Demographics 5016 1 001 3 09/
BloodPressure - Blood Pressure Readings s 2 1 0915/000V002 254 2 1 99004 Demographics 5016 1 09,
Currentheds - Current Medications

DatelogEvent - Date Log Event Dates

DateLogScreen - Date Log Blood Pressure Screeni..

DateLogVisit - Date Log Visit Dates

Death - Death Report

DFQCRep301 - Module for QC Report

Diary - Weekly Patient Diary - Daily Data < >
Eligibility - Eligibility Criteria AENEEREEREIVTITIOIOTI | [ ] T11in1i1i11 l ~

eSignature - Module for eSignature DataFax #2754 Plabe 4001 . @D
FollowupAE - Adverse Events - Follow-ups

Keys Koy s R P et

MedicalHistory - Medical History Fm oL
BLOOD PRESSURE SCREENING VISITS

MedicationLog - Medication Log
OtherMedication - Other Medication - Follow-ups

PatientEvaluate - Patient Evaluation Report ]
PhysicalExam - Medical Examination Age years sex [] Male Race ﬂ Caucasian
ProjectedFup - Date of Next Follow-up Visit Female [ Aican American
Randomization - Randomizstion Medication Code O asien

Signature - Investigator Signature
StudyMegication - Stucly Medication - Monthly F...
Termination - Termination Reason and Date

[ other, specify:

systolic oastoiic

[1/ -
Readig 2. 117101/ wmtiy
/ —

syztolic digstolic

reading - LT 1]/[019 167 g 2

s oo BEIEEIET e
Y

far menath year

Reading 3:

N [+ Screen2. Date

16. Select > |Batch Edits| to switch to Batch Edits View.

@ DFexplore [data_manager@explore. dfdiscover.com] Acceptance Test Study - Batch Edits - o x
File View Window Help
Batch Logs [ vew @ spreadshest O sl |[ streshest @ batetiog O byecitcheck

conTRoL

File -~ Edit Save

Name

Move to[20 5]

Reason

BATCHLIST

[ Always perform dfexecute and dfmail

[ Build task set when changes applied
to database

Run Batchiist Show Batch

17. Select to switch to Reports View. In the reports list panel, double-click DFdiscover Reports followed by Legacy Reports. Highlight the report
DF_PTecrfs from the list of Legacy Reports.
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@ plore [data_ Acceptance Test Study - Reports - o X

File Edit View Select Window  Help

[5% oFdiscover Reports A |Name |DF_PTcrfs: Display available CRF information for subjects
Study Tracking Options | Clear Optians i
site Tracking Specify

Subject Tracking
Subject Scheduling

Query Reporting Run Explain Close Report

Study Setup

Database Status

Query and Data Trending

Tabular Listing

Task Listing

~ Legacy Reports

DF_INDEX : Index to Legacy DFdis.
DF_ATcrfs: Track keys assaciated .
DF_ATfaxes: Trace validation hist...
DF_ATmods: Trace database mod...
DF_CTarfs: Summary report of re..
DF_CTpages: Summary report of . “«
DF_CTqcs: Summary report of ext.
DF_CTvisits: Number of subjects ..
DF_ICcenters: Verify consistency o.
DF_ICimages: Verify image refere..
DF_ICkeys: Check key fields (id, vi..
DF_ICqes: Check queries for consi.,
DF_ICrecords: Check data records...
DF_ICschema: Check database sc.
DF_ICvisitdates: List problems det...
DF_ICvisitmap: Report inconsistn.
DF_FTcrfs: Display available CRF I...
DF_PTIist: List subject data grou

DF_PTmissing: Display missing pa.
DF_PTqcs: Summary report of ext.
DF_PTschedule: Display subject sc.
DF_PTunexpected: List unexpecte...
DF_PTvisits: Scheduling and statu...

18. In the Specify field, enter the report option -i 99001. Click to run the report for subject 99001. Examine the output displayed in the output window.

@ plore [data_s Acceptance Test Study - Reports - a X
File Edit View Select  Window Help
[§5 prdiscover Reports | |Name [DF_PTcrfs: Display available CRF information for subjects
Study Tracking Options | Clear Options >
Site Tracking Specify [ gag01

Subject Tracking
Subject Scheduling

Query Reparting Run Explain Close Report Font || DF_PTerfs: Display available CRF information for subjects: 28 lines

Study Setup =

Database Status DF_PTcrfs: Display available CRF information for subjects: 28 lines & x
Query and Data Trending start: Thursday, February 22, 2024 2:50:01 BM

Tabular Listing output from: "DF_PTcrfs: Display available CRF information for subjects -i 99001

Task Listing DF_PTcrfs: CRFs Received at Each Visit. DFstudy 254. Feb 22,2024 14:50
~ Legacy Reports
DF_INDEX £ Index to Lagacy DFs. Complete CRF Log by Subject : Acceptance Test Study
DF_ATcrfs: Track keys associated . QRY CODES (ordered by priority): OTHER CODES:
DF_ATfaxes: Trace validation hist... T = outstanding refax request - = missing page
T e w—y 2 = unresolved QsA note x = registered as missed
i = unresolved internal query + = error status (missing keys)
DF_CTerfs: Summary report of re.. + = incomplete but no unresolved queries p = pending status
DF_CTpages: Summary report of .. « NA = visit date is coded Not Available
DF_CTqcs: Summary report of ext... SUBJECT  VISIT  DATE CRF PLATES
DF_CTvisits: Number of subjects .
DF_ICcenters: Verify consistancy o.. 99001 0 03/03/97 1
. 99001 1 06/03/97 2r 3 4

DF_ICimages: Verify image refere. 99001 21 06/04/97 5
DF_ICkeys: Check key fields (id, vi.. 95001 22 06/05/97 5
DF_ICqes: Check queries for consi.. 99001 23 06/06/97 5

99001 24 06/07/97 S
DF_ICrecords: Check data records.. 55001 30 0e/07/97 3
DF_ICschema: Check database sc.. 99001 51 8
DF_ICvisitdates: List problems det... 99001 201 11
DF_ICvisitmap: Report inconsisten. 99001 1011 g
DF_PTerfs: Display available CRF ... End: Thursday, February 22, 2024 2:50:02 M

DF_PTIist: List subject data group...
DF_PTmissing: Display missing pa...
DF_PTqcs: Summary report of ext.
DF_PTschedule: Display subject sc.
DF_PTunexpected: List unexpecte...
DF_PTvisits: Scheduling and statu... v

19. Select to switch to Status View.
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20.

21.

DFdiscover 5.10.0

@ DFexplore [date_manager@explore dfdiscover.com] Acceptance Test Study - Status - o X
File Edit View Window Help

Image Router =

Tmages awaiting review in Image Queue

Site [] [ Refresh |

e

Vst

Plate

] oreo = —
S e ™R vy v ATk | R s ) s s B

Level0:0
R 1 2 2 2 2 2 st st
Level 2:2
Level3:3.
Level4: 4
Level5: 5
Levelsi 6
Level 7:7

ol 1 2 2 £ 2 2 st st

] craphics @ byievel O by stats
Level0i0

vzt 3
level2:2

Level 3:3.
Level4: 4

Level5: 5
Level6i6
Level 7:7

ronsoy Wvsses Wlincompite Mo [ —— e

B sttyuer

Usarmame o T ES

1 datemanager  Winl0-64bit  DFexplore  2021/04/1615:39

Last reffesh: Friday, Aprl 16, 2021 3:5%06 PM

NOTE: Any pages that have been received and which DFdiscover could not identify as study CRFs will be found in the Image Router. As a result, the number of

Images awaiting review in Image Router may differ from what is shown here.

> |Dashboard| to display the Dashboard View. Click E] select Record status tabular view and Record status chart. Click .

Select

@ DFexplore [data_

Acceptance Test Study - Dashboard - o x

Fle Edit View Window Help

Data entry and review

o Qutstanding (2)
= Resolved (0)

Study help
Preferences

User profile

ose rry oo [ESSSS T o Reord sauscha
New data entry from CRFs Records Count
New CRFs (all sites) 12
Pending records 0 Record Status (24)
Fending (0)
In lete ds 2
Review data and metadata complete records ' & Missed (1)
Final records 21
Show database status Fending queries 0 ® Incomplete (2)
= Final (21;
Subject scheduling Outstanding queries 2 @
Resolved queries 0
Fening e .
Run batch edit checks Rejected reasons 0
Approved reasons 54
Data View Tasks » Query Status (2)
Peing

Reason Status (54)

pending (0)
Rejected (0)
= Approved (54)

Open image router

Close current study

=]
T
E
5
&

<
Last refresh: Thursday, February 22, 2024 2:50:47 PM

Select [View] > to display the Schedule View. Click

to display the scheduling information.
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@ DFexplore [data_manager@explore.dfdiscover.com] Acceptance Test Study - Schedule

File View Window Help

subject

ist

Subject Schedule
Visit Schedule Info

Missing and Overdue

Cydes
Cyde Visits
Correction Queries

Clarification Queries

Unexpected vt and pites [oom

Subject Outstanding Queries Entry Visit Name Date

Day 1 No Entry Date, Visit Is Not Overdue 0
Day1 1997-06-03

Day 1 Entry or Last Follow-up Missed

Subject Visit Name Plate Name Category  Conditions Met
30 StudyTermination 6 Form6  missing page
1 Baseline 4 Form4Pg1 missing page

Unexpected Vists and plates

howal || Showmone

Subject Visit  Name
90001

Type  Status

Screening Visits

Baseline

2Month Follow-up

3Month Follow-up.

X
B
1Month Follow-up
5
s
s

4 Month Follow-up.

final

Complete Date  Schedt

1097-03-03

incomplete 1997-03-06

final
final
final

final

1007-04-06
1997-05-06
1907-06-06
1097-07-06

Name Plates Unexpected  Status Problem

Correction Queries

0

1
2
0
1
2

Name
Screening Cycle §
Scheduled Cycle O

Type Need

required final

required incomplete 1997-07-06

required  final

End Cycle E end

Screening Cycle 5

Scheduled Cycle O optional

End Cycle £ end
Cycle Vists

Status

1007-03-03

1097-01-07

Terminate Date  Coi

Subject Vst Plate Field Status Category Use  Name
12 17 Outstanding Missing Extemal Smoking Status

12 16 Outstanding Missing Extemal Pulse beats/minute

Clarification Queries

<

0

1
1
1
1
1

0
B

2
2
2
2

Subject Cycle Visit Name
99001
90001
90001
90001
90001
90001

Screening Visits
Baseline

1 Month Follow-up
2Month Follow-up.
3 Month Follow-up
4Month Follow-up.

Type Need  Status

X
B
s
s
s
s

required Visit Done and Cycle

required Visit Done
required Visit Done
required Visit Done
required Visit Done

required Visit Done

Plate Field Status Category Use Name ReportedValue Detail Repl

Last refresh: Friday, April 16, 2021 3:55:45 PM

22. Select

Start DFsetup and verify version information

o exit DFexplore.

1. Start DFsetup, login as data_manager as described in “How to start DFsetup”.

2. In the login dialog, click

. Confirm that the version information in the dialog matches the installed software Version 5.10.0.

DFdiscover Server

DFsetup - DFdiscover Study Setup

© dfsetup

2025 Version 5.10.0

ﬂ| explore.dfdiscover.com

Username

Password

OR

Forgot Password?

Home | Proxy Config 4 | Topics

F’w dfsetup

Version 5.10.0 (Build: 2025/10/15)

Protocol: TLSv1.3
Cipher: TLS_AES_256_GCM_SHA384
© 1990 - 2025 DF/Met Research, Inc.

All rights reserved.

3. Choose 254 Acceptance Test Study, select View Only and click

DFdiscover 5.10.0
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to continue. The main DFsetup window opens.
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DFsetup - Access mode ? x

Select Access mode:

() Developer Access
Use this mode to manage development & production study links.
Blocks setup and configuration operations by other users,
Blocks all data entry operations.

() Exclusive Access

Use this mode to create and assign modules and fields to plates.
Allows AddfAssign/Delete/Re-order modules and fields.

Allows editing of the Subject Alias Map.

Blocks all data entry operations.

() Normal Access

Use this mode to modify plate, style, module and field properties.
These operations can be performed by only one user at a time.

() configuration Files

Use this mode to Add/Modify sites, visit map, etc.
Subject Alias Map is wview only.
Each file can be modified by only one user at a time.

(® View Only
Use this mode to view setup components currently in use.
Allows view and print operations only.

Cancel

Verify the online setup documentation. Open the Acceptance Test Study setup and verify the standard DFsetup
views

1. Select to access the documentation. In the documentation window click Preface, confirm the documentation matches the installed software Version
5.10.0. Select > to dismiss the documentation window.

B & O studysetup User Guide x ‘ B P——
<~ = O & a8 www.dinetresearch.com 'l = A=
: 4 .
Study Setup User Guide 4" dfdiscover 2025
« Preface .
Preface @

Introduction
DFdiscover Release 5.10.0

Using DFsetup - An
Overview All rights reserved. No part of this publication may be re-transmitted in any form or by any means, electronic, mechanical, photocopying, recording, or otherwise,
without the prior written permission of DF/Net Research, Inc. Permission is granted for internal re-distribution of this publication by the license holder and their

Defining Data Fields
employees for internal use only, provided that the copyright notices and this permission notice appear in all copies.

« Field Menu
§ The information in this document is furnished for informational use only and is subject to change without notice. DF/Net Research, Inc. assumes no responsibility
o Gl iy or liability for any errors or inaccuracies in this document or for any omissions from it.
« Study Menu
All products or services mentioned in this document are covered by the trademarks, service marks, or product names as designated by the companies who market
« View Menu those products.

Subject Visit Schedulin
s J Google Play and the Google Play logo are trademarks of Google LLC. Android is a trademark of Google LLC.

CRF Design Guidelines
App Store is a trademark of Apple Inc.

Appendix

Copyrights Oct 152025

Copyright © 2025 DF/Net Research, Inc.
Getting Help

For software support, Please contact the DFdiscover team:

2. Select any plate entry in the Plates-Modules-Fields list panel to make that plate the active plate. The main window is refreshed with the CRF view of the plate
definition, which includes widgets for all modules and fields. Click any field widget on the current plate to make that field the active field.

NOTE: DFsetup remembers the last active plate from your previous DFsetup session so your main DFsetup window may display a different plate as the active
plate.
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DFsetup [dats_manager@explore.dfdiscover.com] Acceptance Test Study - View
Fle View Study Plate Field Help
Plates-Modules-Fields

v [0 1-Blood Pressure Screening Visits

B2 Keys[117 Patient | [=1 3

& Demographics Number

[11=
& BloodFressure [ 11~
= BloodFressure [ 2]~
& Eligibility [ 11~

- Patient Entry Form

- Medical History

- Current Medications

- Monthly Follow-up Form
- Patient Evaluation Report

Study Termination
Medication Log
Adverse Event Report
0 - Death Report

| wlwl wlwjw]w]wlw) vl wiv)

3
4
5
6
7
8
9
1
1
2

0 - Date Log

Screen2:  Date

Module options

1 - Weekly Patient Diary Screeni:  Date

DataFax #254 Plate #001

2 Patient [7F

Initials
BLOOD PRESSURE SCREENING VISITS

Race [] Gaucasian
2| African American
3| Asian

4 othe

. . BloodProceure [ 1
1,2 3 >
- w /e
116 3/ =7 SH

142 3/ 1, :!.

% __BloodPressure [ 2

1,2 3/ 1,2 9
Reading 1 & / 2z

Fa ey
Reading 2: & / o

iaf 3 1ad

Add Copy | | Paste
[ GREITe | Eligibility Criteria
Visit  Type
-DEFAULT- 1. A
Male, or if female, not pregnant and using a reliable contraceptive method,
Taking blood nedication
medical emergen
agrees to refurn for monthly
<

Setup State: | @ valid Refresh || |[Page 1 of 12 [Plate 1 - Blood Pressure Screening Visits | [ Add/edit Table... | order Plate View

>

Module Properties

Base Module [Eligibility

Description [Eligibility Criteria

Instance No.

Custom
Property Tag Property Value
DFMODULE_USER1
DFMODULE_USER2
DFMODULE_USER3
DFMODULE_USER4
DFMODULE_USERS
DFMODULE_USER6
DFMODULE_USER7
DFMODULE_USERS
DFMODULE_USER9
DFMODULE_USER10
DFMODULE_USER11
i DFMODULE_USER12
DFMODULE_USER13
DFMODULE_USER14
DFMODULE_USER15
DFMODULE_USER16
DFMODULE_USER17
DFMODULE_USER18
DFMODULE_USER19
DFMODULE_USER20

Appk

3. Select the 2 - Patient Entry Form entry from the list panel to make plate 2 the active plate. Click [Plate View] > [Field Lis{ to replace the Plate view with a listing of all

plate 2 fields and their properties. Click [Field List| > [Plate View] to return to the Plate view of plate 2.

DFsetup [data_manager@explore.dfdiscover.com] Acceptance Test Study - View
Fle View Study Plate Field Help
Plates-Modules-Fields
[0) 1 - Blood Pressure Screening Visits
[) 2- Patient Entry Form DataFax #254
[0) 3 - Medical History
[0) 4- Current Medications Ratient
[0) 5 - Monthly Follow-up Form 7
) 6 - Patient Evaluation Report
[0 7 - Study Termination
[0) 8- Medication Log
[ 9- Adverse Event Report
[O) 10 - Death Report
[0) 11 - Weeky Patient Diary
[ 20 - Date Log

2. Swallowing:

3. Side Effects:

Module options

RRRRRRELLL L IEERE

Plate 1

6

Patient
Initials

PATIENT EVALUATION REPORT

How

9

Hoy ow the pills?
Patientvaluate [ 2
10

Did you experience any side effec

TTETE ves Ity

Complete
Intolerable

ment of this medicatior

Add Copy || Paste

[ CRF List ]

Visit _ Type

4. Overall: Wha
30 spanish

30 German

30 Dutch

Setup State: |(@valid | < History || |[Page 6 of 12|[Plate 6 - Patient Eve

aluation Report

Add/Edit Table... | | Order Fields. Plate View

Plate Properties |
Number
Label Patient Evaluation Report

eCRF No

Sequence is | first data field
IR Standard

Layout Portrait

Triggers Early |

Termination -
Eligible for
Signing when

Final

Help  custom

RichText  HTML

Apply Revert

Select the entry for 6 - Patient Evaluation Report from the list panel to make plate 6 the active plate. Examine the CRF List panel displayed in the bottom-left of the

screen. Each entry represents a unique multi-language color background associated with plate 6. This study database has been defined to include colored, multi-
language CRF backgrounds for plate 6, with the default background being black/white English. The default English background and some of these multi-language
backgrounds were accessed previously in Open the Acceptance Test Study and verify the standard DFexplore views..

DFdiscover 5.10.0
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DFsetup [dats_manager@explore.dfdiscover.com] Acceptance Test Study - View
File View Study Plate Field Help

[ 4 - current Medications

[31 5 - Monthly Follow-up Form
) 6 - Patient Evaluation Report
[) 7 - Study Termination

[ 8 - Medication Log

[2) 9 - Adverse Event Report
[) 10 - Death Report

[3) 11 - WeeKly Patient Diary
[) 20 - Date Log

‘our assessment of the stud
uestions by drawing a verii

Converient i

2. Swallowing: sasy was it to

3. Side Effects: Did you e:

1

Module options
Add | Delete | Copy @ Paste

CRF List

4. Overall: W

Poor

Plates-Modules-Fields DataFax #254 o e #00¢
[3) 1 - Blood Pressure Screening Visits
[) 2 - Patient Entry Form Patient E Patient
[0 3 - Medical History Numberil Initials

se answer each of the
st describe:

C

1. Convenience: How convenient did you find the 1 pil

allow the pills

EatientEvaluate [ 2
i

10

" o
FatientEvaluate [ 3

able wer

Gomple
Intoler

ment of this medication?
o PefientEvaluste [ 4
13 He

Good

>

Plate Properties ]

e

Label [Patient Evaluation Report ]
eCRF No

Sequence is [first data field v

1R Standard

Layout Portrait

flcolr [ |

Triggers Early (15
Termination
Eligble for
Signing when
Arrival Trigger

Help  Custom

Final

Setup State: | @ valid Refresh || |[Page 6 of 12 [Plate 6 - Patient Evaluation Report

Add/Edit Tabl

Plate View

RichText ~ HTML

Apply

5. From the CRF List panel, choose the entry 30 Dutch.

DFsetup [data manager@explore dfdiscover.com] Acceptance Test Study - View
File View Study Plate Field Help

Plates-Modules-Fields

[0) 1 - Blood Pressure Screening Visits
[0 2- Patient Entry Form

[0) 3- Medical History Patic Initialen
[ 4- Current Medications e Patient
[0} 5 - Monthy Follow-up Form
[0 6 - Patient Evaluation Report
[ 7- Study Termination

[ 8- Medication Log Uw beoordeling van de
[ 9 - Adverse Event Report
[0) 10 - Death Report

[0) 11 - Weeky Patient Diary
[ 20 - Date Log

d
en beantwoorden door op de horizontale fijn e
tbeste past bjj uw situatie

1. Gemak:

Niet
gemakkeljk

2. Slikken:

slecht | B

atie is zeer belangrijk voor ons. Wilt U alstublieft alle volgende

Hoe ervaart U het gemak van het innernen van 1 pil per dag?

zoor ]
moeiljk iy

3. Bijwerkingen: Heeft U enige bijwerkingen ervareillen'!
Paticnibialuzic 3

- 7o, ja, hoe ver

Module options Goedte -
verdragen
Add Copy  Paste
CRF List
Vist Type . ) o
_DEFAULT- 4. Algemeen: Wat is uw algemene beoordeling van deze medicatie?
30 Spanish sor
30 German

n verticaal stre n laats d

PatieniEvaluzie
3. Zeer
gemakkelijk

Zeer
gemakkelijk

gbaar waren deze bignerkingen?

i |
onverdraagbaar

PatieniEvaluzte [ 4

]

Setup State: (@ valid | |5 History || || Page of 12 |[Plate 6 - Fatient Evaluation Report

Order Fields.

Plate Properties ]

Number
Label
eCRF

IR

Layout

Fill Color

Help

Sequence is | first data field

Triggers Early |
Termination
Eligible for
Signing when

Patient Evaluation Report

No

Standard

Portrait

[

Final

Custom

] | Add/edit Ta Plate View

RichText  HTML

Apply

6. Select

7. From the CRF List panel, choose the entry 30 Spanish.

DFdiscover 5.10.0

> [Preferences]. In the Preferences dialog, choose Color for Background Color. Click

Acceptance Test Manual

to close the Preferences dialog.
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¥ DFsetup [data_manager@explore.dfdiscover.com] Acceptance Test Study - View

File View Study Plate Field Help

Plates-Modules-Fields

[0) 1 - Blood Pressure Screening Visits
[0 2- Patient Entry Form

[ 3 - Medical Histor

[) 4- current Medications

[0) 5 - Monthy Follow-up Form
[0 6 - Patient Evaluation Report
[0) 7- Study Termination

[0) 8- Medication Log

[ 9 - Adverse Event Report

[0} 10 - Death Report

[ 11 - Weekly Patient Diary

[ 20 - Date Log

taFax #25¢ Plate #006

Numero de [IIEY 1 Inicial

o B

N A

Su evaluacion de este estudio es muy importante para nosotros. Por favor responda cada una de las
siguientes preguntas dibujando una linea vertical en toda la escala en el punto en el que mejor
describe su respuesta.

1. ¢Que tan ha encontrado el régimen de 1 pildora diaria?
convererte - convenierte
2. Deglutir: ¢Que tan facil fue deglutir las pildoras?

Patientevaluate [ 2]
Muy B Mu
b i

Plate Properties |

e
Label Patient Evaluation Report

eCRF No

Sequence is  first data field
ICR Standard
Layout Portrait

Triggers Early

Termination o
Eligible for
Signing when

Final

Help  Custom

3. Efectos & iment Ud. Algan efecto 0,21 fomar a pildora?
SI — Siessi, ;ouan tolerables fueron estos efectos?
Module options tolerables > intolerables
Add | [Delete] [ Copy | [Paste| |4 ¥
CRF List
vist Type i " )
4.En general: ;Cual es su evaluacion general de este medicamento?
i FatleniEyaluate 4]
Muy i My
30 German M 1 o
3 outch
RichText | HTML
v

Setup State: (@valid | | History || |[Page 6 of 12|[Plate 6 - Patient Evaluation Report ] | Add/Edit Table... | Order Fields... Plate View Apply Revert

8. Return to the default (English) CRF background for plate 6 by choosing DEFAULT in the CRF List panel.

% DFsetup [data_manager@explore.dfdiscover.com] Acceptance Test Study - View

File View Study Plate Field Help

Plates-Modules-Fields

[0) 1 - Blood Pressure Screening Visits
[0 2- Patient Entry Form

[0) 3- Medical History

[0 4- Current Medications

[0} 5 - Monthy Follow-up Form
[0 6 - Patient Evaluation Report
[ 7- Study Termination

[0) 8- Medication Log

[ 9 - Adverse Event Report

[0) 10 - Death Report

[0) 11 - Weeky Patient Diary

[ 20 - Date Log

Patient . SRR
Number Initials

Your assessment of the study medication is very important fo us. Please answer each of the following
questions by drawing a vertical line across the Scalé at the point that best describes your response.

SENEREREREEEREE R
etaFax 25t Pt #o06

Patient

PATIENT EVALUATION REPORT

1. Convenience: How convenient did you find the 1 pill/day regimen?
{7 Palientevallate (11

Convenent 2 Convenient

2. Swallowing: How easy was it to swallow the pills?

Plate Properties ]

[

Number
ecRF o

Sequence s | firs data feld

IR Standard

Layout Prtrait

Filcolr [ ]
Triggers Early

Termination

Eligible for
Signing when

Final

Help  Custom

Ven Ver
Diffoutt 10 Ea;yy
)
3. Side Effects: Did you experience any side effects from.the nills?.
Eatientvaluate (3]
Yes —> If Yes, how tolerable were these side effects?
Easil 2 B Completel
Module options Foersted 12 Intorable.
Add | [Delete| [ Copy | [Paste|  [a][»
CRF List
Visit_ Type B . -
4. Overall: What is your overall assessment of this medication?
PalieniEvaliate £41
23 zpa"‘S" Very 5 i very
erman Paor z Good
30 Dutch
Rich Text  HTML
setup State: @valid | S History || |[Page 6 of 12 [Plate 6 - Patient Evaluation Report ] | Add/Edit Table... | Order Fields... Plate View Apply Revert

9. Select

DFdiscover 5.10.0

to open the Sites editor. Review the contents.
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10. Select > to open the Visit Map editor. Visually confirm that the expected contents are displayed. Click to close the editor.

* DFsetup - Sites - Acceptance Test Study - READ ONLY

View | Sites ~
ID  Test Only Name Subjects Start Date End Date Enroll Target Contj Site Definition

0 DFnet ERROR MONITOR User data_r| 0 U=

10 Yes Hospital #1  10001-10999 P L |
Subjects |ERROR MONITOR ]l

20 Yes Hospital #£2 20001-20999 Persen #2 Start Date ==

99 Yes Hospital #99  99001-99999 Person #99( End Date |
Enroll Target
Contact ‘USET data_manager |
Address ‘55 Head 5t. Suite 403, Dundas, Ontario, LSH 3H8 |
Country
Fax [s05-522-7284 |
Telephone ‘QDE-SZZ-SZBZ |
Investigator | |
Reply To ‘ |

Protocol
Effective Date Version
i
< >
[ Add Delete Import Import File Export Search: l:l Revert Verify Save Done

" DFsetup - Visit Map - Acceptance Test Study - READ ONLY - o X
View | Visit Map -
Type Number Acronym Label Due Overdue Visit or Cycle Definition
X 0 Screen  Screening Visits 0 0 Tipe
@) visit O cyde
1 Dayl  Baseline -
: Screening ~
21 1Mo.  1Month Follow-up Visit Date Field
2 2Mo.  2Month Follow-up Plate 1, field 13=Screen 1Date v
Visit Scheduing
23 3Mo.  3Month Follow-up
Visit s due days after first screening
* 4Mo. 4 Month Follow-up Visit s overdue when days late
30 End Study Termination Plates
) Desth  Desth Report Requred  [1 J
optional | |
201~299  Diery  Diary Week %52}
Display Order | |
51 Medication Log Page 1 meedvet ||
52-59 Medication Log Page %(5.1}
1011 Adverse Event 1 Page 1
10121999 Adverse Event %{5.3.1} Page %{5.1}
& Add Delete Impart search:| ] Revert Verify Save Dane

11. Select > to close DFsetup.
End Module 2. DFdiscover Client Applications

« Return to the DFATK application. Click to confirm successful completion of Module 2. DFdiscover Client Applications.

Module 3. Study Setup

Tests & Requirements

5.

6

. Permitted users can gain exclusive access to DFsetup to modify a study setup.

. Define Global study preferences and apply settings to DFsetup.

. Create and modify a new style (Comment).

. Create and modify a new module (Death).

Assign Field definitions to a newly created module.

. Assign a module's field definitions to a plate.

DFdiscover 5.10.0
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7. Correct field ordering on the current plate to set field traversal order for data entry.

8. Use copy and paste to create repeating module and field references on a plate.

9. Create user-defined query category codes.

10. Submit a copy of the newly defined Plate 11 into the study database and retrieve the page in DFexplore Image View.

11. Enter and save all data on the submitted plate 11.

Estimate of Time Required: 20 Minutes

Begin Module 3. Study Setup

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click [3. Study Setup] followed by to begin this module.

Permitted users can gain exclusive access to DFsetup to modify a study setup

1. This module requires user data_manager to have exclusive access to the 254 Acceptance Test Study database, the Control Panel must be closed. Click .

2. Start DFsetup, login as data_manager and choose 254 Acceptance Test Study as described in “How to start DFsetup”.

3. Choose Exclusive Access and click . Exclusive Access allows you to create and modify plates, styles and fields, and to define all setup configuration files.

DFsetup - Access mode ? ¥

Select Access mode:
() Developer Access
Use this mode to manage development & production study links.
Blocks setup and configuration operations by other users,
Blocks all data entry operations.
(@) Exclusive Access
Use this mode to create and assign modules and fields to plates.
Allows AddfAssign/Delete/Re-order modules and fields.
Allows editing of the Subject Alias Map.
Blocks all data entry operations.
() normal Access
Use this mode to modify plate, style, module and field properties,
These operations can be performed by only one user at a time.
(O configuration Files
Use this mode to Add/Modify sites, visit map, etc.
Subject Alias Map is view only,
Each file can be modified by only one user at a time.
() view Only

Use this mode to view setup components currently in use.
Allows view and print operations only.

Cancel

4. Select > to open the Preferences dialog. Set:

o Exit after __ minutes of inactivity = 5
o Background Color = Color
Click [OK] to save and close the dialog.

DFsetup - Preferences 7 X

Auto Logout

Exit after minutes of inactivity

Show
Icons

[[] CRF Page Coordinates

Save Auto Recover Info

Save e\rery minutes

Background Color
O Black O White @® Color

CRF
[J Enable Smart Select

Lookup Tables
[J Auto load study lookup tables

[ Auto load global lookup tables

Define Global study preferences and apply settings to DFsetup

DFdiscover 5.10.0
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1. Select [Study] > [Global Settings] to open the Global Settings dialog. Click Global tab. Confirm that:

o Study launched in the year = 1990

o Reasons for data change are required = per field

o Show next __ New Subject binders = 5

o Check (enable) Enable New Subject creation

o Uncheck (disable) Run Edit checks in View mode

o Uncheck (disable) Show red asterisk for required and essential fields

If these options are not set this way, modify them now and click [Apply].

DFsetup - Global Settings ? X

Global  Help Fields Levels Guides Custom ePRO

Study launched in the year |1990

Reason for Data Change

Reasons for data change are required per field v

DFexplore - Data View

Shows next

New Subject binders
Enable New Subject creation

DFexplore
[ Run Edit checks in View mode

Multiple Queries
Allow Multiple Queries per field

‘When exporting module data, subject headers use
@® DFPFID O Subject field name on plate

‘When exporting sub label, output no choice code label as
@ Setup defined label O Blank

eCRF
[[] Show red asterisk for required and essential fields

Navigation
[ Display field navigation taskbar

cancel | [1AGR

2. Click [Help)- Select HTML tab. Enter the following:

<html>

<center>

<h2>Welcome to the Acceptance Test Study.</h2>

<p>For assistance please contact <strong>1-XXX-XXX-XXXX</strong>.</p>
</center>

</html>

Click [Apply).

" DFsetup - Global Settings ? %

Global Help  Fields levels Guides Custom  ePRO

Study Help:

g

<html>

<center>

<h2>Welcome to the Acceptance Test Study.</h2>

<p>For assistance please contact <strong>1-X0XX-004-XC00K</strong>. </p>
<[center>

<[html>

Rich Text HTML

Cancal | [ Apply

3. Click Fields tab, and set:
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o Descriptions = 40 characters

o Start year (for two digit years) = 1940

o

Imputation (for partial dates) = Never

o Check (enable) Auto Generate Help

o Uncheck (disable) Field Name must be unique across all module definitions

Do not edit Fill Color

o

" DFsetup - Global Settings

Global Help Fields  Levels Guides Custom  ePRO
Descriptions

@ 40 characters

O 25 characters

Name and Alias

@ 80 characters

O 32 characters

Dates
Start year (for two digit years) 1940 S
Imputation (for partial dates) Never ~
Field

Auto Generate Help

[ Field Name must be unique across all module definitions

Fill Color | #FFFFFFFF

Cancel

Apply

4. Click Levels tab. Confirm that the workflow labels of Level

Level 0 [Level 0

Level 1 |Leve| 1

Level 2 |Level 2

Level 3 |Leve| 3

Level 4 |Leve| 4

Level 5 [Level 5

Level 6 |Leve| 6

Level 7 |Level 7

* DFsetup - Global Settings ? ®
Global Help Fields levels Guides Custom  ePRO
Workflow labels for DFdiscover validation levels
Cancel Apply

5. Click Guides tab. Confirm/change:
o Check (enable) Enable Snap
o Check (enable) Display CRF
o Check (enable) Display Fields

o Set Maximum Box Height = 25

0, Level 1, and through to Level 7 are used.

o No changes are required to Colors Fields or Foreground

DFdiscover 5.10.0
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| Global Help Fields Levels Guides
Enable Snap
Display CRF
Display Fields
Maximum Box HE\gh
Colors
Foreground

Custom

Default Colors:

6. Click Custom tab. Confirm that all Property Values are blank.

ePFRO

Cancel

Apply

“ DFsetup - Global Settings

Global ~ Help Fields Levels  Guides

Custom

ePRO

x

Property Tag Property Value
DFSTUDY_USER1
DFSTUDY_USER2
DFSTUDY_USER3
DFSTUDY_USER4
DFSTUDY_USERS
DFSTUDY_USERG
DFSTUDY_USER7
DFSTUDY_USER8
DFSTUDY_USER9
DFSTUDY_USER10
DFSTUDY_USER11
DFSTUDY_USER12
DFSTUDY_USER13
DFSTUDY_USER14
DFSTUDY_USER15
DFSTUDY_USER16
DFSTUDY_USER17
DFSTUDY_USER18
DFSTUDY_USER19
DFSTUDY_USER20

v

Cancel

Apply

7. Click ePRO tab. Confirm the default ePRO registration settings:

o Checked (enabled) Name

o Checked (enabled) Email

o Checked (enabled) Verify identity check

o Checked (enabled) Verify consent & eligibility check

o Send Invitation: always

DFdiscover 5.10.0
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“ DFsetup - Global Settings

ePRO registration settings

Name

Email

[ Phone

[ Time Zone

[ Language

Verify identity check

Verify consent & eligibility check

Send invitation: always ~

Global ~ Help Fields Levels Guides Custom  ePRO

Select which fields to include on the registration page:

Cancel Apply

8. Click [OK] to save changes and exit the dialog.

Create and modify a new style (Comment)

1. Select > from the menubar.

DFsetup - Styles

Styles @

& SimpleCheck style
SimpleChoice & i
[ simpleDate (oo
[ simpleDateYYYY

Alias
3 SimpleNumber o
Simplestring Description
@ simpleTime Prompt
4 Simplevas
[, Digit Date 6 Basic = Detail
[ pigit Date 7 Legal
[ pigit Date 8 "
[ Digit Date 9 elp
%3] s01 Patient © Constant
S02 Patient Int Need
[ 503 Study Date
[ P hd Reason
New | Clone || Delete Hidden
Style Usage skip
Modules  Flates Comment
Module Field
Instruction
< >

Style Froperties

Type | Unknown

Edit checks

No Value
Optional

only if changing

Hone non-blank value

No
0 7 fields if value=

None

Revert

NOTE: The style names and information appearing in your Styles dialog may be different from those shown here. You should see the standard DFdiscover

Simple styles.

2. Within the DFsetup-Styles dialog, locate the style name SimpleString. Click SimpleString to select it as the current style. Click to duplicate this style.

~ Add Style ? X
Style Name:
o

3. Provide a Style name of Comment in the Style dialog and click .

4. Click Comment to make it active, and confirm the Style Properties Basic tab displays the style properties as shown.

DFdiscover 5.10.0

Acceptance Test Manual

Page 53 of 332



DFsetup - Styles - u] %
Styles A Style Properties
® SimpleCheck style [comment  [1ype [Alstring v
8 simplechoice 8 i
[ SimpleDate Came
[ SimpleDateyyyy ClAlias
[# simplenumber
simplestring [ Description
© simpleTime [ Prompt
4 SimpleVAS
[ 8 Digit Date Basic  Detail  Edit checks
= 2 [ Legal [ |
E¥ Comment | el | |
[% Digit Date & elp
[% Digit Date 7 [ Constant ~ |No ~|value
%3] so1 Patient D [ Heed Optional ~
502 Patient Int v [ Reason o -
New | | Clone | Delete [ Hidden No ~
Style Usage [ skip 0 |3]fields if value=
Modules  Plates 0 comment
Module Field Description
[ mstruction | None ~
History Apply Revert

5. Click Detail tab, Change the Store property from 1 to 200. Check (enable) the [E] to the left of the Store property to lock this setting in the Comment style. Click
Apply] to apply the modifications. Click to close the Style Properties dialog.

Create and modify a new module (Death)

1. Choose 10 - Death Report entry from the Plates-Modules-Fields list panel to make plate 10 the active plate. Select > to open the module definition

dialog.

* DFsetup - Modules

Module List

- [m] X

Module Properties

Modules-Fields
AEChanges
AEDescription
AEResolution
BloodPressure
CurrentMeds
DateLogEvent
DateLogScreen
DateLogVisit
Demographics
Diary
Eligibility
esignature

Description

v

Module Usage

Module options Field options
New| Clone Delete New Clone [Delete

Done History Apply Revert

2. Click Module options [New].

* Add Module ? X

Module Name:

e

3. Enter a name of Death in the Add Module dialog. Click [OK] to save.

~ Add Module ? x

Module Name:

DFdiscover 5.10.0
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4. With the Death module selected as the active module, confirm that the Name Death appears in the Module Properties window. In the Description field, enter Death

Report. Click [Apply|.

* DFsetup - Modules

Module List

- [m) x

Modules-Fields
AEResolution
BloodPressure
CurrentMeds
DatelogEvent
DateLogScreen
DateLogVisit
Death
Demographics
Diary
Eligibility
eSignature
FollowupAE

Module Properties ‘

Name

v

Module Usage

Module options Field options
New| Clone Delete |New Clone Delete

Plate Module Instance

Done History

Description Death Report

Apply Revert

Assign Field definitions to a newly created module

1. Choose Death module defined in “Create and modify a new module (Death).” to make it the active module. Click Field options .

" New Field St... ? x

Select Field Style:

SimpleCheck ~
Cancel

2. To create a field definition for “Cause of Death”, choose Comment from the Style pull-down list, click .

3. Enter the name DEATH for the Field Name: and click [OK].

" Add Field ? X

Field Name:

DEATH|

concel

4. Within the Field Properties, enter a Description of Cause of Death?. Click [Apply.

* DFsetup - Modules - ] X
Module List | Field Properties
Modules-Fields ~ 1| style |[A] Comment ~|Type String
BloodPressure -
CurrentMeds O name  |DEATH
DateLogEvent [ ] Alias DEATH
DatelogScreen [ [ Description| Cause of Death?
DateLogVisit
[ prompt
v Death .
DEATH Basic  Detail  Edit checks
Demographics O tegel | ‘
Diary
Fligiilty OO Help |Legal values are: $(legal) ]l--e
eSignature [Jconstant | No v |value
FollowupAE v Need Optional ~
Module options  Field options Reason None i
New flon( Jelet! [New] (Clone [Delete] | 4 (] Hidden No v
Field Usage ['skip 0 [ [fields if value=|
[ comment
Plate Module Instance  Field
[ mstruction | None v
< >
Done History Apply Revert
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5. Click Field options [New. In the resulting New Field Style dialog, choose S99 NO-YES from the Styles pull-down list. Click [OK].
6. Enter the name AUTOPSY for the Field Name: and click [OK].

© Add Field ? x
Field Name:
Concel

7. Within the Field Properties, enter a Description of Was an autopsy performed?. Click |Apply|-

DFsetup - Modules

- [m] X

Module List | Field Properties
Modules-Fields *|| style | BB 599 NO-YES ~|Type Choice
BloodPressure & &
CurrentMeds [ &4 name AUTOPSY
DateLogEvent [ [ Alias AUTOPSY
DatelogScreen [J [ pescription|Was an autopsy performed?
DateLogVisit
[ Prompt
v Death .
B8 AuTopsy Basic  Detail  Edit checks
A
DEATH M0 tegal | ‘
Demographics 00 el |L ol eaal |
iory elp egal values are: $(legal)
Eligibility A0 constant | No v |value
esignature o || BB 0] Heed Optional -
Module options  Field options [ Reason None ¥
dewi “loni Jelett New Clone Delete Hidden No
Field Usage 100 skip 0 |2 |fields if value=,
FA4 [ comment
Plate Module Instance  Field
[ mstruction | None v
< >
Done History Apply Revert

8. Click [Done}.

Assign a module's field definitions to a plate

1. Still with 10 - Death Report as the active plate, create the field references (layouts) for the Cause of death and autopsy fields defined in “Assign Field definitions to a
newly created module.”. First add the Death module to plate 10-Death Report by clicking from the Module options. Locate and choose Death module from the

list of modules.

DFsetup - Add Module

? x

Select Modules to be added to current Plate

O AEChanges
[[] AEDescription
[ AEResolution
[1 BloodPressure
[ CurrentMeds
[] DateLogEvent
O DateLogScreen
[] DateLogVisit
Death

[[] Demographics
O Diary

[ Eligibility

O eSignature

[ FollowupAE
O Keys

[ MedicalHistory
O MedicationLog
[] OtherMedication
[ PatientEvaluate
[ PhysicalExam
[ ProjectedFup
[] Randomization

2. Click to add the Death module to plate 10-Death Report.

3. Click [*] to the left of Death [1] module entry in the Plates-Modules-Fields list to show all field definitions within the Death [1] module.
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DFsetup [data.

File View Study Plate Field Help

tance Test Study -

Plates-Modules-Fields
[0) 1 - Blood Pressure Screening Visits
[0 2- Patient Entry Form
[0) 3 - Medical History
[ 4 - current Medications
[ 5- Monthly Follow-up Form
[0) 6 - Patient Evaluation Report
[0) 7- Study Termination
[ 8- Medication Log
[0) 9 - Adverse Event Report

~ [ 10 - Death Report

B Keys[1]1*
& Signature [1] =
v B peath[1]
[A] DEATH
B AuToPsy
[ 11 - Weekly Patient Diary
[ 20 - Date Log

Module options
Add || Delete | | Copy | | Faste a7

CRF List

Vist Type

Setup State: (@valid | & History

DataF:

ataFax
Patient ENNEERSERFI]
Numbe
Date of

Death

gEeggl BRI
s Praosoto

oot
Initials 9
F

ML
DEATH REPORT

Cause of death (according to Death Certificate)

Was an autopsy performed? [ No

[ ves — Ploase fax a copy of the Autopsy Report

i

i

Module Properties |

Description |Death Report

Instance No.

Custom

Property Tag
DFMODULE_USERL

Property Value

DFMODULE_USER2
DFMODULE_USER3
DFMODULE_USER4
DFMODULE_USERS
DFMODULE_USERS
DFMODULE_USER?
DFMODULE_USERS
DFMODULE_USERY
DFMODULE_USER10
DFMODULE_USER11
DFMODULE_USER12
DFMODULE_USER13
DFMODULE_USER14
DFMODULE_USERIS
DFMODULE_USER16
DFMODULE_USER17
DFMODULE_USER18
DFMODULE_USER19
DFMODULE_USER20

[Page 10 of 12][Plate 10 - Death Report

| | Addedit Table...

Order Fields...

Plate View

Apply. Revert

4. Create a field reference for the Cause of Death. Using the mouse, select Click the leftmost end of the second longest lines on the plate background. Holding down

the left mouse key and

DFsetup [data.

File View Study Plate Field Help

tance Test Study -

drag up and across to the rightmost end of the line. Release the mouse key to create a string field widget.

Plates-Modules-Fields
[0) 1 - Blood Pressure Screening Visits
[0 2- Patient Entry Form
[0) 3 - Medical History
[ 4 - current Medications
[ 5- Monthly Follow-up Form
[0) 6 - Patient Evaluation Report
[0) 7- Study Termination
[ 8- Medication Log
[0) 9 - Adverse Event Report
v [ 10 - Death Report
Keys[1]*
& Signature [11=
~ & Death [1]
[A] DEATH
B AuToPsy
[0) 11 - Weeky Patient Diary
[ 20 - Date Log

Module options
Add || Delete | | Copy | | Faste a]

CRF List

Vit Type

Setup State: @valid | < History

DataF:

ataFax

[idll & 2 ;3 @ 8
Numbe

pate of. IENEIIEREEE
Death -

[ AR R R ARMNSRE B ¥
8, Praosoto

i
Initials 9
F

ML
DEATH REPORT

day " month ™ year

Cause of death according to Death Certificate)

Was an autopsy performed? [ No

[ ves — Piease fax a copy of the Autopsy Report

i

Module Properties |

Description |Death Report

Instance No.

Custom

Property Tag
DFMODULE_USERL

Property Value

DFMODULE_USER2
DFMODULE_USER3
DFMODULE_USER4
DFMODULE_USERS
DFMODULE_USERS
DFMODULE_USER?
DFMODULE_USERS
DFMODULE_USERY
DFMODULE_USER10
DFMODULE_USER11
DFMODULE_USER12
DFMODULE_USER13
DFMODULE_USER14
DFMODULE_USER1S
DFMODULE_USER16
DFMODULE_USER17
DFMODULE_USER18
DFMODULE_USER19
DFMODULE_USER20

[Page 10 of 12][Plate 10 - Death Report

i
| [ Add/Edit Table... [ Order Fields...

Plate View

Apply. Revert

5. Select the DEATH field in the Plates-Modules-Fields listing to assign a field definition.
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77 DFsetup [data.s tance Test Study -

- o X
Fle View Study Plate Field Help
Plates-Modules-Fields ~ Field Properties
[E S — sEgEEREIL LI EEEI v [commen Tpe v
[) 2 - Patient Entry Form DataFax #254 Plate #010 A
[0) 3 - Medical History patient patient aname  [DEATH
[0) 4- Current Medications Numbe: Initials Clalss  |peaTH
- FoMoL
0 5 - Monthiy Follow-up Form [ Description| Cause of Death?
[0) 6 - Patient Evaluation Report DEATH REPORT Dlerompt
[0) 7- Study Termination
[ 8- Medication Log Date of Basic  Detail ~Editchecks  Custom
£ 9- Adverse Event Report Desth Oew [ ]
v [ 10 - Death Report Oha — e
B reys[1] g elp egal values are: $(legal)
(Z]sigpatie] 1 c f death dingto Death ) Beaii[i] Constant |0 ¥ Value
~ & Death[1]* ’ ) 3 [need Optional v
[4] pEATH = [OJReason | None. v
. 12
B8 AuToPsY [ Hidden No v
B 11 - Weekly Patient Diary Fill Color |:|
20 - Date Loy
o Oskp 0 [2]fields if value=|
Was an autopsy performed? [1 No [ Yes —> Please fax a copy of the Autopsy Report [0 comment
4 )
Module options
Add | [Delete || Copy | [Paste| |4 [v°
CRF List O mstruction | None v
vist  Type
i '] v
Setup State: @valid | S History || |[Page 10 of 12|[Plate 10 - Death Report | [Add/Edit Table... | | Order Fields... Plate View Apply Adjust to fit Revert

6. Create a field reference for the Was an autopsy performed? field. Using the mouse, click the middle of the No box on the plate background. Next click the middle of
the Yes box on the plate background. This defines the position of each response option for the AUTOPSY field.

7] DFsetup [data s tance Test Study - - O X
File View Study Plate Field Help
Plates-Modules-Fields ~ Field Properties
RSt E— AL AR RGNS IN § e ot pe sog
[3) 2- Patient Entry Form DataFax #254 Plate #010 &
[ 3- Medical History patient Patient 51 Name
[ 4- Gt Wedsatons Rommge oy Lo | s
F M L
3 5 - Monthly Follow-up Form e
[) 6 - Patient Evaluation Report DEATH REPORT rompt
[ 7- Study Termination
[0 8- Medication Log Date of Basic  Detail ~Editchecks Custom
[3) 9 - Adverse Event Report Death Lo
v [ 10 - Death Report ) ?
Keys[1]% “° i
- Constart [0 Value
& Signature [1] Cause of death (according 1o Dealh Corificals) s DL
v Death[11* Need optional
[A] EATH = Reason  [None
B AuToPsy Hidden  |No
B 11 - Weekly Patient Diary il Color
20 - Date Lo
9 skip 0 2 fields if value=
Was an autopsy performed? 1 No N2 yes —>  Please fax a copy of the Autopsy Report Comment
4 )
Module options
Add || Delete | | Copy | | Paste = &
CRE List Instruction | None
Vst Type
ature [ 11 v
Setup State: (@ valid | | History || || Page 10 of 12|[Plate 10 - Death Report | [ Add/Edit Table... | | Order Fields... Plate View Apply Adjust to fit Revert

7. Select the AUTOPSY field in the Plates-Modules-Fields listing to assign a field definition.
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1 DFsetup [data s tance Test Study - - o X
Fle View Study Plate Field Help
Plates-Modules-Fields ~ Field Properties
RSt E— sEgEEREIL LI EEEI Sye e Tpe o
[) 2 - Patient Entry Form DataFax #254 Plate #010 A
[0) 3 - Medical History patient patient @name  [AUToPsY
[0 4 - current Medications Numbet Initials [ Alias [AUTOPSY
- FoMoL
0 5 - Monthiy Follow-up Form [ Description| Was an autopsy performed2
[0) 6 - Patient Evaluation Report DEATH REPORT Dlerompt
[0) 7- Study Termination
[1) 8- Medication Log Date of IENEIEIEEE Basic  Detail Editchecks Custom
e e oo z Oew [ ]
© 0 10" eat o daymentyyour e A
B reys[1] g elp egal values are: [e‘ga)
- Constant | No ~|value
& Signature [ 1] Cause of death (according to Doath Comifioats) s DS L L o
v B2 Death[1]* Need Optional v
[4] DEATH = [OJReason | None. v
B AuTOPSY = & Hidlen |

[ 11 - Weekly Patient Diary
[ 20 - Date Log

Module options
Add || Delete | | Copy | | Faste = &

CRF List

Vist Type

Setup State: (@valid | & History

Was an autopsy performed? |1 13 2| Yes —> Please fax a copy of the Autopsy Report

i P11 g

Page 10 of 12|[Plate 10 - Death Report

| [Add/Edit Table... | | Order Fields... Plate View

O skip 0 2 ]fields if value=|

O comment

O mstruction | None v

Apply Adjust to fit Revert

Correct field ordering on the current plate to set field traversal order for data entry

1. All fields are now defined on plate 10 - Death Report. Select

DFsetup - Order Fields

Order

(O Left-to-right within top-to-bottom
O Top-to-bottom within left-to-right

® Manual

Field Name Module Nurnber
Main Screen {Screen Break}
|3 DFsEQio Keys[11] 6
|3 sumiD Keys[ 11 7

Keys[1] 8
[ visDAaT Keys[1] 9
[A] DEATH Death [ 1] 10
E8 auTopsy Death [ 1] 11
INVSIG Signature [1] 12

12, INVSIGDAT Signature [1] 13

2. Click

DFdiscover 5.10.0

Group Ungroup

to apply the selected field order.

Insert Screen  Delete Screen

oK

Acceptance Test Manual

. In the dialog, sort the fields as shown, by using the arrow buttons.
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71 DFsetup [dota.s

File View Study Plate Field Help

Test Study -

Plates-Modules-Fields
[0) 1 - Blood Pressure Screening Visits
[0 2- Patient Entry Form
[0) 3 - Medical History
[ 4 - current Medications
[ 5- Monthly Follow-up Form
[0) 6 - Patient Evaluation Report
[0) 7- Study Termination
[ 8- Medication Log
[0) 9 - Adverse Event Report
v [ 10 - Death Report
B Keys[1]1*
& Signature [11=
v & Death[1]*
[A] DEATH =
B AuTOPSY =
[ 11 - Weekly Patient Diary
[ 20 - Date Log

ALE L
Initials.
:

ML

Patient
Numbe

DEATH REPORT

Date of
Death

day " month ™ year

Cause of death (according to Death Cortifioats). - e Deaihifi]

- o X
Field Properties
Style 599 NO-YES Type Choice
a
@name  [AUToPsY
Oalias  [AuToPSY
[ DescriptionWas an autopsy performed?
O Prompt
Basic  Detail  Editchecks Custom
T —
Oner e o
O constant | No v|value|
[ Need Optional M
[OJReason | None. v
& widden  [No

Olskip 0 [2]felds if value=]
Was an autopsy performed? |1 11 2| Yes —> Please fax a copy of the Autopsy Report [0 comment
| )
Module options
Add || Delete| [ Copy | [Fasie| |4 ¥
Ry O mstruction | None M
Vist Type
i
Setup State: (@valid | | History || |[Page 10 of 12|[Plate 10 - Death Report | [Add/Edit Table... | | Order Fields... Plate View Apply Adjust to fit Revert

3. Click [~ ] to the left of 10-Death Report in the Plates-Modules-Fields list to collapse all plate 10 - Death Report modules.

Use copy and paste to create repeating module and field references on a plate

1. Click 11 - Weekly Patient Diary to make it the active plate. Scroll to view all module and field references on the plate.

¥ DFsetup [data_r

Acceptance Test Study -

- o X
Fle View Study Plate Field Help
Fields Plate Properties ]
e O DL -
[ 2- patient Entry Form Label \Weekly Patient Diary
[ 3- Medical istory Patient Patient - e o =
[ 4 - current Medications Number: Initials
[0) 5 - Monthly Follow-up Form oM Keys T Sequence s | firstdatafield -
[ 6 - Patient Evaluation Report WEEKLY PATIENT DIARY IR Standard v
[0) 7- Study Termination Dl
Layout Portrait <
[©) 8- Medication Log Check this box if you have not completed the Patient Diary for this week. -
D 9- Adverse Evnt Report micr [ ]
[ 10 - Death Report 3¢ 5 7 g Triggers Early [
[0 11 - Weekly Patint Diary 1. ate: Took study drug today? IENNEKHNE No  1f No. why? Termination "
My blood pressure today: (mmtig) Signing when
P
My energy level today: Low s
1 4 o c ]
2. Date: 1 Took study drug today? If No, why? 18 Help [
day  month  year
B [T @ E = 0 v
iy oo gressure tocay: I | NI (i R
]
Wy snoyiovatonsy —WB]
i 3. Date: Took study drug today? o 1fNo, why?
day  month  year
[T—— = ) (e
ey vty o [ ..
4. Date: Took study drug today? jo 1fNo, why? S
Module options day  month  year
dd | [Delete] [ Copy | [Paste| 4] [&7 My blood pressure today: (mmtig)
e it eroayovartose:cce [ —
Vvist_ Type - ]
5. Date: Took study drug today? ENIESHIE IfNo, why? 36
My blood pressure today: / (mmHg)
ysnargyiovstocey:_tow .
12 g4 ]
6. Date: & Took study drug today? IENIESHIEE No 1 No, why? 42
day  month  year
My blood pressure today: / (mmtig)
wensgyiovatocsy. Lov [ NN, .. anTor L
Setup State: (@ valid | |5 History || |[Page 11 of 12[Plate 11 - Weekly Patient Diary | [Add/Edit Table... | [Order Fields... Plate View Apply Revert

2. Click [*] to the left of 11-Weekly Patient Diary to expand the list of modules defined on the current plate. Choose Diary[6] from the list.
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7 DFsetup [date.

tance Test Study - - o X
Fle View Study Plate Field Help
Fields ~ Module Properties |
e oy L
q - L Study Week # Base Module [Diary

[0 2- Patient Entry Form o "

[0) 3 - Medical History patient patient

[ 4~ Current Medications Number Initials 9 Instance No.

Fom

[ 5- Monthly Follow-up Form

[0) 6 - Patient Evaluation Report

[0) 7- Study Termination

[ 8- Medication Log

[0) 9 - Adverse Event Report

[O) 10 - Death Report
~ [0 11 - Weekly Patient Diary
Keys[1]
& Diary [1]*
& Diary[2]*
& Diary [3]*
&=
&=
&=

8]

Diary [41%
Diary [51*
Diary [61~

[3) 20 - Date Log

Module options
Add || Delete | | Copy | | Faste a] &

CRF List

Vist Type

t

WEEKLY PATIENT DIARY

day  month  year

_My energy level today:

oero: I

day  month  year

My energy level today:

B i
Check this box if you have not completed the Patient Diary for this week.

1. Date: Took study drug today? No IfNo, why?

day  month  year

My blood pressure today: (mmtg)
15 4
My energy level today: Low 2

Tz 34 5 9 c B

2. Date: Took study drug today? INMEEENEE No 1 No, why? it

My blood pressure today: (mimkHg)

Low. — — — Diary L]

24 1

Took study drug today? No IfNo, why? _
oo pessure ey I | i

L 27 B ...
ow D [41

1 2 354 5 §

day  month  year

My energy level today:

ooro: I

5 6
day  month  year

@

My energy level today:

Took study drug today? IENEEEHIE No 17 No, why? 30

My blood pressure today:

Took study drug today? If No, why?

My blood pressure today: (mimkHg)

g
v, | N—

12 3¢ s 4

Custom

Property Tag Property Value
DFMODULE_USERL
DFMODULE_USER2
DFMODULE_USER3
DFMODULE_USER%
DFMODULE_USERS
DFMODULE_USERG
DFMODULE_USER?
DFMODULE_USERS
DFMODULE_USER9
DFMODULE_USER10
DFMODULE_USERLL
DFMODULE_USER12
DFMODULE_USER13
DFMODULE_USER14
DFMODULE_USER1S
DFMODULE_USER16
DFMODULE_USER17
DFMODULE_USER1S
DFMODULE_USER19
DFMODULE_USER20

3. Click

1
6. Date: = = Took study drug today? [T 41 2o 1fNo, why? . <
ey month  year
12 4/ tag 9
My blood pressure today: \“_32‘/ L (mmHg)
1
My energy level today: Low K13 High
v
Setup State: @valid | S History || |[Page 11 of 12 |[Plate 11 - Weekly Patient Diary | TTTRE 81 | [X] 7 Bdd/edit Table... Order Fields..| Plate View Apply Revert
from the Module options.
4. Click from the Module options.
" DFsetup - Paste Module fields 7 X

Rules to modify field properties before pasting:

[ alias Prepend
[ Description | prepend

[ Prompt Prepend

Cancel

5. In the Paste Module fields dialog specify the substitution shown, which modifies the Alias and Description fields.

DFsetup - Paste Module fields

Rules to modify field properties before pasting:

Alizs [substitute ~] 6

‘ with

[ |0

Description | substitute v | [6

‘ with

[ |

[ Prompt prepend

DFdiscover 5.10.0

Cancel

in the Paste Module fields dialog to perform the paste operation.
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£ DFsetup (data.s tance Test Study - - o X

File View Study Plate Field Help

>

Plates-Modules-Fields 12 3 4 5 § . o
: d
[ 1- Blood Pressure Screening Visits 1. Date: ‘Took study drug today? 11 No  IfNo, why?

o day  month year Base Module
B 3. Wedtca sty My blood pressure today: / (mmtig) Description [ Weekly Ptient Diary - Daly Data

[ 5- Monthly Follow-up Form

Module Properties |

D w 53 o
6 - Patient Evaluation Report 2. Date: Took study drug today? No IfNo, why? €
[ 7- Study Termination day  month  year Property Tag Property Value
[1) 8- Medication Log My blood pressure today: (mmHg) DFMODULE_USERL
A — oo vt
[ 10 - Death Report ... .Myenergy level today: _ Diary.La DFMODULE_USER3
v [0 11 - Weekly Patient Diary 12 3% 4 5 6
2 Keys[1] 3. Date: & Took study drug today? No  IfNo, why? DFMODULE_USER%

d: th
Diary[11* . mentn e

DFMODULE_USERS
Diary [2]~ My blood pressure today: (mimtig) DFMODULE_USERs
Diary[31*

=

&=

=} 27 N DFMODULE_USER7

arergytovacey:_cow | .. :

B Diary[41* My energy y: Diary.[4.1

=

=

=

TrE T = DFMODULE_USERS
Diary [5] 4, Date: Took study drug today? No IfNo, why? DFMODULE_USERY

Diary [6]* dey  monthi  year

71 My blood pressure today: (mmHg)
[3) 20 - Date Log . DFMODULE_USER11

DFMODULE_USER12

1 *| |DFMODULE_USER13

5. Date: Took study drug today? No IfNo, why? DFMODULE USERLE

My blood pressure today: (mmHg) DFMODULE_USERL3

DFMODULE_USER1S

DFMODULE_USER17

Module options 6. Date: DFMODULE_USER18

Add || Delete | | Copy | | Faste a7

DFMODULE_USER19
CRF List DFMODULE_USER20

" 5
vt e Wy cnergyevelocy:_Low _—-I—- vigh
N

. y e
iy o pessur ey 1/ I:ED(WQ)

My energy level today: Low High

11 Novernber 2014

Setup State: (@ valid | [ History || |[Page 11 of 12 [Plate 11 - Weekly Patient Diary| =] =] i (1] =] = $1 1A [T [+7 hdd/edit Table... Order Fields.. | Plate View Apply Revert

7. With the block of fields still highlighted, use the mouse to drag the block of field reference widgets and position them over top of their respective field outlines on the
plate background. Click anywhere on the plate background to release the pasted block.

¥ DFsetup (data_s tance Test Study - - o X

File View Study Plate Field Help

Plates-Modules-Fields T 2 3¢ 5 § . w Module Properties ]
: .
[ 1- Blood Pressure Screening Visits 1. Date: Took study drug today? 11 No  IfNo, why?

g moni year e e
[ 3- Medical History My blood pressure today: (mmHg) Description | Weekly Patient Diary - Daily Data
]

[ 5- Monthly Follow-up Form

>

[ 6 - Patient Evaluation Report 2. Date; S Took study drug today? IENECHNEE| No  1f No, why?
[3) 7 - Study Termination day  month  year Property Tag Property Value
1) 8- Medication Log My blood pressure today: (mmHg) DFMODULE_USERL
A — oo vt
[3) 10 - Death Report _Myenergy level today: _ T . DFMODULE_USER

~ [ 11 - Weekly Patient Diary 12 34 5 §

DFMODULE_USER4

Date: Took study drug today? B No  IfNo, why?
day  month  year

DFMODULE_USERS
Diary [1]* -
1 iy bl pressur foday: - / mvig -
Diary [31 My energy level today: Diary. m N DFMODULEUSER

=
=
=
B Diary [4]* DFMODULE_USERS
=
=
=

8]

Keys[1]

N 12 g4 5 § z
Diary [ 5] 4. Date: & Took study drug today? No IfNo, why? DFMODULE_USERY
Diary [6] = day  month  year

. 1 DFMODULE_USER10

Diary (71 My blood pressure today: -/ - (mmHg)

[ 20 - Date Log ” DFMODULE_USER11
_My energy level today: Low — o

DFMODULE_USER12

4 ] »| | DFMODULE_UsER13
5. Date: Took study drug tod: I N hy?
oo 'y ciug today? No o,y DFMODULE_USER14
My blood pressure today: (mmHg) DFMODULE_USER15
Diary. r 81 DFMODULE_USER17
Add || Delete || Copy | Paste ]2 day  month  year DFMODULE_USER19
CRF List My blood pressure today: (mmHg) DFMODULE_USER?20
vt Type —‘
1 = s 6 z ]
7. ooto T ook sty gty ISR v 11, wry2 R
day  month  year
" ./
ly blood pressure today
———— - _________pm
11 Noverber 2014
v
Setup State: (@ valid | | History || |[Page 11 of 12 ][Plate 11 - Weekly Patient Diary] [= (1 [ijil 111 Il = &5 1 F4 [T [+7] Add/edic Table... Order Fields..| | Plate View Apply Revert

8. One by one select each Diary[7] field reference widget. Examine the Field Properties window for each and confirm that the Alias and Description properties
contain the correct substitution character of 7.

9. Select

> [Save [Required]). Click [History]. The setup change history is displayed.

10. Save the DFsetup history as module3_setuphistory.xlsx by clicking >
History output before closing the history dialog by clicking

Open the saved .xIsx file and verify that its contents match the DFsetup -
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DFsetup - History for Plate 11: Weekly Patient Diary (last 30 days) - O 'Y
Date and Time Who Change Plate Module Field ‘What Changed Attrit
2025-04-09 14:54:16  data_manager change plate field 11: Weekly Patient 5090: Keys 10488: SUBIID Patient Number Prom

Diary
N 2025-04-09 14:54:16  data_manager change plate field 11: Weekly Patient 5000: Keys 10489: PINIT Patient Initials Prom
Diary
2025-04-09 14:54:16  data_manager change plate field 11: Weekly Patient 5091: Diary 10592: DDATE 1. Diary Date Store
3 Diary
4 Formr
2025-04-09 14:54:16  data_manager change plate field 11: Weekly Patient 5092: Diary 10598: DDATE 2. Diary Date Stare
5 Diary
6 Form
2025-04-09 14:54:16  data_manager change plate field 11: Weekly Patient 5093: Diary 10597: DDATE 3. Diary Date Stare
7 Diary
8 Form
2025-04-09 14:54:16  data_manager change plate field 11: Weekly Patient 5094: Diary 10596: DDATE 4. Diary Date Stare
9 Diary
10 Form
2025-04-09 14:54:16  data_manager change plate field 11: Weekly Patient 5095: Diary 10595: DDATE 5. Diary Date Stare
1 Diary
12 Form
2025-04-09 14:54:16  data_manager change plate field 11: Weekly Patient 5096: Diary 10594: DDATE 6. Diary Date Store
13 Diary
14 Form
2025-04-09 14:54:16  data_manager change plate field 11: Weekly Patient 5114: Diary 10604: DDATE 7. Diary Date Store
13 Diary
16 Form
17 2025-04-10 08:37:15  data_manager change plate field 11: Weekly Patient 5091: Diary 10592: DDATE 1. Diary Date Store
Diary h
< >
History for = | study styles modules plates  Filter plates |... 11 fields ... |: #~F | Limit to last ‘30 z | days Refresh Save As...
Create user-defined query category codes
1. Select > |Query Category Map|.
DFsetup - Query Category Map - Acceptance Test Study - O x
View | Query Category Map ~
Code Label Auto-Resolve Sort Query Category
1 Missing Yes 0 1+ System Default
2 Tlegal Yes ] Missing
. Yes
3 Inconsistent Yes 0 Sort Order |U =
4 Tlegible Yes o
5 Fax Moise Yes 0
6 Other Yes 0
21 Missing Page No 1]
22 Overdue Visit No 0
23 EC Missing Page No 1]
Add Delete Import Search: ‘ ‘ Revert Save Done
2. Click The Code field is auto-filled with a value of 30. Press

drop-down. Set Sort Order to 5.

DFdiscover 5.10.0
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0 advance to the Label field. Enter Test for the Label field. Select Yes from the Auto-Resolve
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DFsetup - Query Category Map - Acceptance Test Study - m] x

View | Query Category Map v

Code Label Auto-Resolve Sort Query Category
1 Missing Yes 0 Code
2 Illegal Yes 0 k= [rest |
Auto-Resolve | Yes ~

3 Inconsistent Yes 0 Sort Order |5‘ - |
4 Illegible Yes 0

5 Fax Noise Yes 0

6 Other Ves 0

21 Missing Page Mo 0

2 Overdue Visit No 0

23 EC Missing Page  No 0

30 Test Yes 3

Add Delete Import Search: l:l Revert Save Done

3. Click . The Code field is auto-filled with a value of 31. Without altering the code number, enter Monitor for the Label field. Select Yes from the Auto-Resolve
drop-down. Set Sort Order to 3.

DFsetup - Query Category Map - Acceptance Test Study - m] x

View | Query Category Map il

Code Label Auto-Resolve Sort Query Category
1 Missing Yes 0 Code
il Illegal Ves o Label |Munibur |
Auto-Resolve | Yes 9
3 Inconsistent Yes 0 Sort Order |3‘ = |
4 Illegible Yes 0
5 Fax Noise Yes 0
6 Other Yes 0
21 Missing Page Mo 0
22 Overdue Visit No 0
23 EC Missing Page  No 0
30 Test
31 Monitor Yes 3

Add Delete Import Search: l:l Revert Save Done

4. Click . Without altering the code number, enter Clinical QC for the Label field. Select No from the Auto-Resolve drop-down. Set Sort Order to 10.
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DFsetup - Query Category Map - Acceptance Test Study - m] x

View | Query Category Map v

Code Label Auto-Resolve Sort Query Category
1 Missing Yes 0 Code
) - Vs 0 Label |cinical oc |
Auto-Resolve | No ~
3 Inconsistent Yes 0 Sort Order |ID\ = |
4 Illegible Yes 0
5 Fax Noise Yes 0
6 Other Ves 0
21 Missing Page Mo 0
2 Overdue Visit No 0
23 EC Missing Page  No 0
30 Test
3 Monitor
32 Clinical QC No 10

Add Delete Import Search: l:l Revert Save Done

5. Click [Save] followed by to close the dialog.
6. Select > [Save [Required]| to save all modifications. Click [Save] in the warning dialog. Select [File] > to close DFsetup.

DFsetup - Save Setup 7 X

*Fields have been added, deleted or reordered.
! * On saving these changes, the database will be
restructured accordingly.
*The audit trail wil be preserved but any edit checks, DFsas
jobs or custom programs must be reviewed and corrected
manually as needed.

* Select Cancel and then File-Review Changes to examine
the pending changes.
= Select Save to apply these changes.

Save Cancel

Submit a copy of the newly defined Plate 11 into the study database and retrieve the page in DFexplore Image
View

1. To complete the remainder of Module 3. Study Setup, the Control Panel is needed. Start the Control Panel as datafax as described in Module 1 (Installation &

Initialization).

DFATK - DFdiscover Acceptance Test Kit (ATK) — [m] *

dfatk

DFdiscover Server

2025 Version 5.10.0 Home | Proxy Config 4§ | About

ﬂ| explore.dfdiscover.com w

Username

datafax

Password

2. Click [Send ID 99006| to email a copy of ID99006.pdf to site_monitor. Clicking more than once will result in multiple pages arriving to your email inbox.

NOTE: Save the ID99006.pdf file received via email to your local computer. This file is required to complete the remainder of this module. Refer to “Creating user
accounts and assigning study permissions.” as a valid email address is required for site_monitor to receive the module specific PDF files.
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3. Start DFsend and login as user site_monitor, as described in “How to start DFsend”.

4. Click [Add]. From the Select PDF Files file selection dialog, locate the previously saved 1D99006.pdf file. Select the file and click .

DFsend [site_monitor@explore.dfdiscover.com] — O bt
File  Help
File Name Status Add...
Z:/inputs/|DIS006. pf E—
L, B
Send
Show Log

NOTE: Documents can also be added by dragging-and-dropping the desired PDF files from a local file folder into the list area.

5. Click . In Verify Password dialog, enter site_monitor in the Username field and the previously assigned password in the Password field. Click .

DFsend - Verify Password 7 X

A password is required to send PDFs.

Username |5ite_mnmtnr |

Password |--unu| |

Corce
6. In the resulting Send PDFs to DFdiscover dialog, confirm 1 success and 0 failure are shown. Click .

DFsend - Send PDFs to DFdiscover ? x

o Total 1 POF files:

1 success
0 failure

7. Click [Show Log|to review the DFsend transmission history.

DFsend [site_menitor@explore.dfdiscover.com] - m] *
File  Help
File Name Status Add...
Remave
- M a [E
Drop PDFs here w= W
Send
I Hide Log
Send Log Total: 2 Sent: 2 Clear Log... Export Log...
File Name Status Send Date
v [/tsclient/imagedata/atkstates/.val234_states/inputs/Welcome_Fax.pdf sent  2021-02-12 11:53:49
v Zfinputs/|DS9006.pdf sent  2021-02-12 14:08:02
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8. Select > [Exit).

NOTE: Wait 2-3 minutes prior to proceeding to DFexplore.

9. Start DFexplore, login as user data_manager and choose 254 Acceptance Test Study as described in “How to start DFexplore”.

10. Select > Image).

@ DFexplore - Automatic Retrieval ? X

1images for selection, 0in use

Save Level | 1-level 1 ~ ‘ Enable edit checks
Select ®) document (O page (O plate
By Age ® oldest () newest

= | documents

Repeat

Quantity

o ]| conc

11. Do not change any settings in the Automatic Retrieval dialog, click to retrieve the image.

@ DFeplore st mansger@esploe ddiscover.com] Acceptance Tst Study - Image - o x
Fle Edt View Select Plte Field Window Help

1of1

e e O L L L
Romber e [
F M L
WEEKLY PATIENT DIARY
O checkthis box if you have not completed the Patient Diary for this week.
1. Date Took tuy dug today? ® Yoo O o Iilown? L]
day  month  year
My blood pressurs foday: / (rmtig)
My energy level today: Low g High
2. Date: h Took study drug today? ® ves O no  If No, why? l:l
ay  month  year
My blood pressure foday: / (mmtig)
)
My energy level today: Low E] High
AENENEN rrrrrrnm ~
DataFax #254 b Plale # 011 UL stuay wook# [OL 1
‘Switch to Data View
WEEKLY PATIENT DIARY
Query 5
I:l Gheck this box If you have not completed the Patlant Diary for this week.
1. Date: lIJ'Z‘ ook study drug today? [X] Yes [INo It No, why?
month yesr
My tod ressure tocey: L1 21 21/ (21917 it
Ny anecgy level today: Low L 1 FHigh
Reason for Data Value 2. Date: Took study drug today? K] ves [Ino 1 No, why? —
month yesr
Wy ood prossure tocay: L LZ 111/ [O1917 ] pamiiy
My energy level today: Low : High
3. Date: Took study drog todey? X ves  [Ine  1FNo, why?
L " 7 Tdav momh vear .
V1] =IE]
vssngvae ] Piate 11SEQ = 2, where i = Sty Week

12. Select > [Show Field Properties| to display a listing of properties for all fields on the current page. Locate field numbers 46 to 51 that were created in
Section 3.10, “Use copy and paste to create repeating module and field references on a plate.”. Verify the settings and click .
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file:///devel/gitDF/help/atkman/html/ss.chapter.html#ss_test_eight

@ DFexplore - Field Properties 7 X
Date: 2025-04-29 13:27:44 UTC-04.00
Study: Acceptance Test Study
Username® data_manager
Plate 11:  Weekly Patient Diary
No. Name Description Style Need Type Format Legal
6 DIARYWK StudyWeek# SimpleNumber Essential Number 2nn iy
Patient " " :
7 SUBJID Number 501 Patient ID  Essential Number $(ids)
8 PINIT Patient Initials  S02 Patient Int Required String
Check this box
9 NODIARY if no diary SimpleCheck  Optional Check
completed
10 DDATE 1. Diary Date  SimpleDate Optional Date dd/mm/yy
1. Took study ]
11 DDRUG drug today? S98 YES-NO  Optional Choice 021
12 DWHY 1. If No, why?  SimpleString Optional  String
1. My blood
13 DSYSBP  pressure today SIQ:,O Systolic Optional Number nnn ggb
- sysiolic
1. My blood 521 30
14 DDSBP pressure today 3 Optional Number nnn -
. resmie DiastolicBP 150
1. My energy
15 DENERGY level today SimpleVAS Optional  VAS
16 DDATE 2. Diary Date  SimpleDate Optional Date dd/mmiyy hd
_| _‘ 0K Print [ Landscape Orientation

Enter and save all data on the submitted plate 11

1. Upon retrieval of plate 11-Weekly Patient Diary, the cursor is on the Study Week # field. Enter the Study Week # value as it appears on the CRF image. Note that a

prefix of 2 is hardcoded in the Study Week # field so that the resulting value will appear as 201. Press to advance to the Patient Number field.

@ DFexplore [data_manager@erplore.dfdiscover.com] Acceptance Test Study - Image - o x
Fle Edt View Select Plaste Field Window Help
1of1 D
— T L L L
Remmbar e
F M L
WEEKLY PATIENT DIARY
O checkthis box if you have not completed the Patient Diary for this week.
1. Date: Tookstucy drugfoday? ® Yos O no iNownye L]
day  month  year
My blood pressurs foday: JA T p—
My energy level today: Low g High
2. Date: Took study drug today? ® Yes O No  IfNo, why? l:l
day  month  year
My blood pressure foday: / (mmtig)
)
My energy level today: Low 3 High
ANENEN rtTrrrrnm "
DataFax #25¢ o Fisle # 011 UL study wook# [0 |
Switchto Data Vew
WEEKLY PATIENT DIARY
Query 5
I:I Gheck this box If you have not completed the Patlant Diary for this week.
1. DmlIeLZ‘ ook study drug today? [X] Yes [INo It No, why?
moath year
wy oo ressurs tocay: L 71 21/ (0191 7] gmii
Ny anecgy level today: Low L 1 FHigh
Reason for Data Value 2. Date: Took study drug today? K] ves [Ino 1 No, why?
month _yesr
Wy bood ressure tody: L1711/ [O1917 | iy
My energy level today: Low : High
s, oate: [114] [0]6] Taok study drug todey? (X] Yas  [TNo  IfNo, why?
L dav month  vear hd
Vo1 EIE

Fist 2 boes = center number

2. Enter the Patient Number as it appears on the CRF image. Press to move to the Patient Initials field. Enter ANK as per the CRF image and press to

advance to the next field.
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@ DFeplore st mansger@esploe ddiscover.com] Acceptance Tst Study - Image - o x
Fle Bt View Select Plte Field Window Help

Loft S
T L L L
59 0 1
Romber et
F M L
WEEKLY PATIENT DIARY
@ Check this box if you have not completed the Patient Diary for this week.
1. oot 1206195 ] Took stay crug tocay? ® ves O pio titownyy
lay  month  year
My blood pressure today: / (mmHg)
My energy level today: Low g High
2. Date: h Took study drug today? ® Yes O No  If No, why? l:l
By month  year
My blood pressure foday: / (mmtig)
)
My energy level today: Low 3 High
LILLE A rirrrrirnm ~
EEENENTLLL [ Qe——ny [N
— paim, Fo [AINTE]
revous Se exte s
e WEEKLY PATIENT DIARY
Query Y [El+]
I:I Gheck this box If you have not completed the Patlant Diary for this week.
1. D'":lIaLZ‘ ook study drug today? [X] Yes [INo It No, why?
ootz year
My blood pressurs today: Il / Eﬂ (mmHg)
Ny enecgy lovel today: Low L } High
Reason for Data Value 2 D-h: Took study drug today? B vee [InNo WNowhy?
month _year
My blood pressure foday: ““ / EH (mmHg)
My energy level today: Low : 1 High
5. pate: [1]4] Took study drug todey? B Yas  [InNo UNowhy? .
L dav _month  vear
Vo1 Firel Incompete Pending [
e I e

3. Starting with the Check this box... field, enter all data for 11-Weekly Diary Report as it appears on the CRF image in the lower half of the split-screen window. Press
to move from field to field until field 6. My blood pressure today is the current field. Leave the field blank as per the CRF image and press . The Add Query
dialog is presented.

NOTE: During document submission, the ICR may fail on one or more of the fields on the Plate 11-Weekly Patient Diary page. You will need to enter values into
those fields that have been missed or misread by the ICR. To correct VAS scales, make the desired VAS scale the current field on the data record. Locate the
corresponding VAS scale on the CRF image. Using the left mouse button, select the leftmost end of the scale, followed by the intersection point, and then the
rightmost end of the scale on the CRF image. Specifically VAS scale item #4 requires modification from 70 to 71.

@ DFexplore - dfaddqc: MissingQC ? X

Site: 99, Subject: 99006, Visit: Diary Week 01, Page: Patient Diary, Week 01

Field |6‘ My blood pressure today - systolic |

Reported Value | |

Category Missing Use |External ~
Status |I|ij|New query Type | Correction A
Detail

Note

Created | |
Modified | |
Resolved | |

e

4. Click in the Add Query dialog to close the dialog. The 2nd blood pressure field (diastolic) gets the focus. Leave the field blank as per the CRF image and
off the field. Again, click in the resulting Add Query dialog.
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@ DFexplore - dfaddqc: MissingQC ? X

Site: 99, Subject: 99006, Visit: Diary Week 01, Page: Patient Diary, Week 01

Field |6‘ My blood pressure today - diastolic |

Reported Value | |

Category Missing Use |External ~
Status » |Newquery Type | Correction ~
Detail

Note

Created | |
Modified | |
Resolved | |

o

5. Enter the remaining fields on Plate 11-Weekly Patient Diary as per the CRF image. Once a value has been entered in the last VAS field (7. My energy level today),

press . This makes the save buttons active at the bottom of the data record.

6. With the focus on the save buttons, click to save the record to the database with the status Final.

v[o—=1] Incomplete Pending
7. Select > to close DFexplore.
End Module 3. Study Setup

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click to confirm successful completion of Module 3. Study Setup.

Module 4. eCRF Creation for DFdiscover

Tests & Requirements

1. eCRF creation in DFsetup.
2. eCRF background color preferences.
3. Entering eCRF data.

Estimate of Time Required: 20 Minutes

Introduction

This module utilizes Electronic case report forms (eCRFs) which you will create using DFsetup without a PostScript® or PDF file. eCRFs do not contain barcodes and are

therefore only suitable for entry via EDC.

Begin Module 4. eCRF Creation for DFdiscover

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click [4. eCRF Creation| followed by to begin this module.

3. This module requires user data_manager to have exclusive access to the 254 Acceptance Test Study database. The Control Panel must be closed. Click .

eCREF creation in DFsetup

1. Start DFsetup, login as user data_manager and choose 254 Acceptance Test Study as described in

“How to start DFsetup”

2. Choose Exclusive Access and click . Exclusive Access allows you to create and modify plates, styles and fields, and to define all setup configuration files.
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7] DFsetup [data_manager@explore dfdiscover.com] Acceptance Test Study - Exclusive - o X
File View Study Plate Field Help
Plates-Modules-Fields Plate Properties ]
1D -l Presaure Sraeing Vit ARRRRRRL L rrrrrmerrrernend e
[) 2 - Patient Entry Form DataFax #254 Plate #001 Visit #000
B e , e e
B 4 - Current Medications favent [ 2 78 @ 4 patient [ 1 eCRF No <
5 - Monthly Follow-up Form Pl L sequence | R .
[3) 6 - Patient Evaluation Report
[0 7 - Study Termination BLOOD PRESSURE SCREENING VISITS e Standard v
[ 8 - Medication Log Bermoaranhics 11 Layout Portrait v
[ 9 - Adverse Event Report
[ 10 - Death Report sox [Bl mae Race B Caucasian fllcolor [ ]
[0 11 - WeeKly Patient Diary E Female Bl African American Triggers Early [~
[ 20- Date Log i Termination
Asian a Eligible for
) } 12 Final 5
&l Other, specify: Signing when
s RinadEreasin
Reading 1: mmHg Help TSI
I LTTTTTTT=
Reading2: mmlig
BP Screening
Reacing 3 g
4 * | This page is to be completed at the
patient’s initial visit.
Screen2:  Date Reading 1: mmHg .
Screen 1 Readings are taken at the
Reading 2: / — initial visit.
Module options . Screen 2 Readings must be taken at
Add | [Delete | | Copy | [Paste e Reading 3: / mmHg least 24 hours after Screen 1
CRF List Readings.
Visit Type BT
1. Age 16-79 years old.
2. Male, or if female, not pregnant and using a reliable contraceptive method.
3. Taking blood pressure medication.
4. Major surgery or other medical emergency in the past 6 months.
5. Patient has signed informed consent and agrees 1o return for monthly RichText  HTML
follow-up visits.
Setup State: @ valid | & History || |[Page 1 of 12][Plate 1 - Blood Pressure Screening Visits | [AddjEdit Table...| [Order Fields... Plate View Apply Revert

NOTE: The main DFsetup window displays the last plate to be active in the user's previous DFsetup session. For this reason, you may see a different plate from

what is displayed in the above illustration.

3. Select [Study] > [Add eCRF Plate]. In the Add eCRF Plate dialog enter a New Plate Number of 21. Click

DFsetup - Ad.. 7 X

New Plate Mumber

21 2

4. In the Plate Properties set:
o Label = Lab Results
o eCRF = Yes
o Sequence is = predefined
o Triggers Early Termination = No
o Layout = Portrait

o Eligible for Signing When = Final
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P

File View Study Plate Field Help

DFsetup [data_manager@explore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required]

Plates-Modules-Fields

" Plate Properties ]

> [ 1 - Blood Pressure Screening Visits Number Eus]
> [3 3 - Medical History
> [ 4 - Current Medications e ifes =
> [ 5 - Monthly Follovs-up Form Sequence is | predefined 2
> [ 6- Patient Evaluation Report (e Portralt S
> [3 7 - Study Termination Triggers Early [\
> [ 8 - Medication Log Termination
> [ 9 - Adverse Event Report Eligible for [y v
> [ 10- Death Report Signing when
> D 11 Weekly Patert Diary amaltoger ]
> [ 20- Date Log
> [0 21 - Lab Results Help  Custom

BIUNE = 0 -

4 b
Module options.
Add | [Delete | | Copy | | Paste allv
CRF List

Visit Type

Rich Text  HTML

Setup State: () 1 problem | History || |[Page 13 of 13[Plate 21 - Lab Resuts | [Add/Edit Table.... | |Order Field Plate View Apply. Revert

5. Within Plates-Modules-Fields Module options Click

7 DFsetup - Add Madule

T x

Select Modules to be added to current Plate

[] AEChanges

O AEDescription
[] AEResolution
BloodPressure
CurrentMeds
DatelogEvent

O

O

O

[ DateLogScreen
O DateLogVisit
[ Death

[1 Demographics
[ Diary

[ Eligibility

[ eSignature

O FollowupAE
Keys

LB

LB1

LB2

LB3
MedicalHistory
MedicationLog
OtherMedication

Check (enable) Keys, LB, LB1, LB2, LB3 modules, click

6. Double-click the Keys [1] module to expand the list of fields. Using your mouse, click and drag the SUBJID and PINIT fields onto the 21: Lab Results eCRF.

DFsetup [data_manager@erplore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required]

- o x
File View Stdy Plate Field Help
Plates-Modules-Fields B Field Properties
> [ 1 - Blood Pressure Screening Visits 21: Lab Results Style | 502 Patient Int Type string
> [ 2 - Patient Entry Form &
> [ 3 - Medical History Patient Number ] & Name [P
> [ 4 - current Medications @ Alias PINITS(plate)
> [3 5 - Monthly Follow-up Form Patient Initials 8 & Description|Patient Initials
> [ 6 - Patient Evaluation Report S R
> [ 7 - Study Termination
> [ 8 - Medication Log Basic  Detail  Edit checks ~ Custom
> [ 10- Death Report
» @ 20- date Log & Constant | No value
v D 21- Lab Results & Need Required
~ EKeys[1]= @ Reason |None
# susim = & Hidden No
[&] prrr = OIskp o []fields f value=|
8 TERMVISITNUM ] Comment
8 meDPN
B FupvisTTiUM
8 oFseqs
B AEsPD "
& oFseq1o
& DIARYWK
[ vispaT
& vebpnn
& mebLoGP v
Madule options
Add | [Delete | [ Copy | [Paste | |« [v7
CRF List Oimstruction | None: ~
< >
Setup State: | @valid | < History || |[Page 13 of 13[Plate 21 - Lab Resuts Add/Edit Table... | | Order Fields... Plate View Apply Adjust to fit Revert
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N

%1 DFsetup [dats_manager@explore dfdiscover.com] Acceptance Test Study - Exclusive [Save Required]

File View Study Plate Field Help

Click LB [1] module, drag the module onto the eCRF, select LBORRES_n, LBNRIND and LBCLSIG_c fields by holding

and clicking on the fields. Select

Plates-Modules-Fields
> [3 1 - Blood Pressure Screening Visits
> [ 2 - Fatient Entry Form

21: Lab Results

Field Properties
Style |F_ORRES_n Type Number

> [3 3 - Medical History Patient Number Name XXORRES_n
> [3 4 - Current Medications Alias XXORRES
> [ 5 - Monthly Follow-up Form Patient Initials Description Result/Amount or [value from —-TEST]
> D 6 - Patient Evaluation Report Prompt |unt] (of the [measurement/test/examination])?
> [ 7 - Study Termination "
Collection Date
> [ 8 - Medication Log Basic | Detail | Edit checks | Custom
> [ 9 - Adverse Event Report
i Legal
> AT white Blood Cell 10 @ b \‘1
> [ 11- Weekly Patient Diary 1 (x] P
> [ 20- Date Log Constant N0 Value
~ [ 21- Lab Results 12 @ Need Optional
> EKeys[11% Reason  [None
v EBl1]* Hidden Mo
[ oAt~ Skip 0 - fieldsif value=
" - Comment | Resut of the measurement or finding as
] originally received or collected, as a numeric
o LBCLSIG c* field. Question Text and Prompt are usually
> ELBI[1] specific to —-TEST. The value of —TEST is
> Ew201] most useful as the PROMPT on the field
N whera we ollect the RESULT for that test.
> E183[1]
Module options
Add | [ Delete | | Copy | | Paste H
CRF List Instruction |None
Visit  Type
< >
Setup State: (@ valid || History || |[Page 13 of 13][Plate 21 - Lab Resuts | [ Add/Edit Table. Plate View Apply. Adjust to fit Revert
8. Click LB1 [1] Module, drag the module onto the eCRF. Select
¥ DFsetup [data_r Acceptance Test Study - - o X

File View Study Plate Field Help

Plates-Modules-Fields

> [ 1- Blood Pressure Screening Visits
> [ 2 - Patient Entry Form

> [3 3 - Medical History

21: Lab Results

Patient Number

Module Properties ]

Base Module |LB1

Description |Laboratory Test Results (Findings)

> [ 4 - current Medications Tnstance No.
» [0 5 - Monthly Follovi-up Form Patient Initials 8 Custom
> [ 6 - Patient Evaluation Report
> [ 8 - Medication Log DFMODULE_USERL
> [ 9 - Adverse Event Report ; @ DFMODULE_USER2
» D) 10- Death Report White Blood Cell 10 DFMODULE USERS
B i
> [3) 11 - Weekly Patient Diary 1 ] DFMODULE_USERS
> D) 20- pate Log
~ [ 21 - Lab Results 12 0 DFMODULE_USERS
> B3 Keys[11% DFMODULE_USERS
v Ew]T Red Blood Cell - ] DFMODULE_USER?
[ weoat = “ @ DFMODULE_USERS
£ LBORRES n DFMODULE_USERs
B8 tenRvD = = €]
W LS c - DFMODULE_USERLO
s EBi[1]® DFMODULE_USER11
> E (1] i | [oFMoouLE_user12
> B3[1] DFMODULE_USER13
DFMODULE_USER14
DFMODULE_USERLS
DFMODULE_USER16
Module options DFMODULE_USER17
Add | |Delete | [ copy | | Paste allv DFMODULE_USER1S
CRF List DFMODULE_USER19
DFMODULE_USER20
v
< >
Setup State:  @valid | [ History || |[Page 13 of 13][Plate 21 - Lab Results | [Add/Edit Table... | [Order Fields... Plate View Apply Revert

9. Click LB2 [1] Module, drag the module onto the eCRF. Select
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¥ DFsetup [date_manager@explore dfdiscover.com] Acceptance Test Study - Exclusive [Save Required]

File View Study Plate Field

Help

Plates-Modules-Fields

[ 2 - Patient Entry Form

[ 3 - Medical History

[) 4 - Current Medications

[ 5 - Monthly Follow-up Form
[ 6 - Patient Evaluation Report
[ 7 - Study Termination

[} 8 - Medication Log

[ 9 - Adverse Event Report
[) 10- Death Report

[ 11 - Weekiy Patient Diary
D 20- Date Log

[0 21- Lab Resuits

> B Keys[1]=

Cvvvvvvvvyvvy

[D) 1 - Blood Pressure Screening Visits

21: Lab Results

Patient Number

Patient Initials

Gollection Date

white Blood Cell

10 0
1 0
12 o

" Module Praperties ]

sose acle
Description |Laboratery Test Results (Findings)

Instance No.

Custom

Property Tag
DFMODULE_USERL
DFMODULE_USER2
DFMODULE_USER3
DFMODULE_USER4
DFMODULE_USERS
DFMODULE_USERS

Property Value

v Es[1]" Red Blood Cell | DFMODULE_USER?
% tngkgs 7 E DFMODULE_USERS
0t
ﬂ LBNR.\'ND; - 0 DFMODULE_USERS
o 1asc o g DFMODULE_USER10
L Bl DFMODULE_USER11
> El2[1]” | Hemodlobin 2 o +| |[DFMODULE_usER12
> EB3[1] 7 @ DFMODULE_USERI3
18 @ DFMODULE_USER14
DFMODULE_USER1S
DFMODULE_USER16
Module options. DFMODULE_USER17
Add | |Delete | | copy | | Paste allv DFMODULE_USER1S
CRF List DFMODULE_USER19
Visit Type DFMODULE_USER20
< > i
Setup State: (@valid || History || |[Page 13 of 13[Plate 21 - Lab Resuts | [ Add/Edit Table....| |Order Fields... Plate View Apply. Revert
10. Click LB3 [1] Module, drag the module onto the eCRF. Select
¥ DFsetup [dsts_manager@explore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required] - o X
File View Study Plate Field Help
Plates-Modules-Fields A Module Properties ]
> [ 1-Blood Pressure Screening Visits 21: Lab Results Base Module
> [ 2 - Patient Entry Form
» [ 4- current Medications Tnstance No.
> [ 5 - Monthly Follow-up Form Patient I " e
> [ 6 - Patient Evaluation Report
» [ 7 - Study Termination Coler Property Tag Property Value
> [ 8 - Medication Log — DFMODULE_USERL
> [0 9 - Adverse Event Report DFMODULE_USER2
> [ 10~ Death Report White Blood Cell 10 3 PRMODULE USERS
i B ;2 ;':‘:kl‘;;a“m Diary m 0 DFMODULE_USER%
v D 21 Lab Resuits 1 0 DFMODULE_USERS
> EdKeys[1]* DFMODULE_USERG
v EB[1]* Red Blood Cell 13 iE] DFMODULE_USER?
% DD - o DFMODULE_USERS
0
ﬂ LBNR_\'ND; - 0 DFMODULE_USERY
o LBCLSIGc = - DFMODULE_USER10
> ELBi[1]" DFMODULE_USERIL
) Eel1]* Hemoglobin b 5 || DFMoDULE_UsER12
> Eesf1]* 17 o DFMODULE_USERI3
18 ) DFMODULE_USER14
DFMODULE_USER15
Mean Cell Hemoglobin Cone 19 (] DFMODULE_USER1S
Module options. g @ DFMODULE_USER17
Add Delete | Copy = Faste [~ | ¥ DFMODULE_USER18
e = o
Visit Type DFMODULE_USER20
< >
Setup State: Dvalid | & History || |[Page 13 of 13][Plate 21 - Lab Results | [Add/Edit Table... | [Order Fields... Plate View Apply Revert

11

Select fields 10 through 21 by holding

DFdiscover 5.10.0

and clicking on the fields. Select

> |Add/Edit Table|.

Acceptance Test Manual
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Field Help

Plates-Modules-Fields Field Properties
[0 1 - Blood Pressure Screening Visits 21: Lab Results Style |F_ORRES_n Type Number
[ 2 - Patient Entry Form -
[ 3 - Medical History Patient Number Name XXORRES_n
[} 4 - Current Medications Alias XXORRES
B 5 - Monthly Follow-up Form pat £ DFsetup - Add/Edit Table.. ? X | Description| Result/Amount or [value from —-TEST]
6 - Patient Evaluation Report =
Prompt  (unt] (of the [measurement/test/examination])?
D 7 sy Termnaton i aves [iewravel B o
[ 8 - Medication Log Title Basic  Detail  Edit checks ~ Custom
[ 9 - Adverse Event Report W Legal
[) 10- Death Report -
[ 11 - Weekly Patient Diary ep
, show row borders show column borders in data entry window onstant Mo Value
D 20- ate Log [ sh bord [] show column borders in data entry wind Constant [N val
~ [ 21- Lab Results Fields from [..] Horizontal order | color |Per Field v Need Optional
= = Re N
Keys[1] Rows headers| per Field <l color [PerField -~ . one
v Ewl1]* Rex Hidden No
[% L8DAT = Columns headers  Per Field ~| color [Per Field | width Per Column | alignment |Per Column v Siip o Elfeids i value
LBORRES_n *
=] - Reset Comment | Roct of the measurement or finding as
B wnrmo e p— N originally received or collected, as a numeric
o 1BCISIG ¢ * able Header field. Question Text and Prompt are usually
Esi[1]" width[__ % ... left vidth[ % .. left specific to —-TEST. The value of ~-TEST is
T Her most useful as the PROMPT on the field
S wsr1l- N where we collect the RESULT for that test.
1
Me:
Module options
Add | |Delete | | copy | | Paste allv
CRF List Instruction [None
Visit Type
DFweb @ staticwidth O single column on phone O single column on phone and tablet
Cancel Apply Done
< >
Setup State: | @valid | & History || |[Page 13 of 13[Plate 21 - Lab Results | [ Add/Edit Table... | | Order Field: Plate View Apply Adjust to fit Revert

12. In the Add/Edit Table dialog, specify 4 rows and 3 columns. Under Rows > headers, select Field Prompt from the dropdown. Click [Update Table|. In column 2, select

show coding label and specify width as 35%. In column 3,

7 DFsetup [data_r

File View Study Plate Field Help

TK - Developer

Plates-Modules-Fields
[ 1 - Blood Pressure Screening Visits
[ 2 - Patient Entry Form
[ 3 - Medical History
[ 4 - Current Medications
[3 5 - Monthly Follow-up Form
[ 6 - Patient Evaluation Report
[1) 7 - Study Termination
[ 8 - Medication Log
[ 9 - Adverse Event Report
[) 10 - Death Report
[ 11 - Weekiy Patient Diary
[ 20- Date Log
v [0 21- Lab Results
EKeys[1]*
v EB[1]*
[73 LBDAT =
[ LBORRES_n =
& tsnRmD =
o 1BCLSIG c ™
BEB1[1]*
B B2[1]"
E1B3[1]"

Module options
Add || Delete | | copy

Paste = &

CRF List

Visit | Type

Setup State: (Dvalid | [ History

21: Lab Results

Patient Number

Patient Initials

Collection Date

White Blood Call 10 @ 11 @ 12 @
Red Blood Cell 13 a 14 a is a
Hemaglobin 16 @ 17 (T 18 (T
Mean Cell Hemoglobin Con 19 (] 20 (] 21 (]
v
< >
[Page 13 of 13| [Plate 21 - Lab Results | [ Add/Edit Table... | | Order Fielde... Plate View

Field Properties
Style |F_ORRES_n Type Number

Name  XXORRES_n
Allas [ 0CORRES

Description Result/Amount or [value from ~-TEST]

Prompt  ount] (of the [measurement/test/examination])?
Basic | Detail Edit checks | Custom

Legal

Help

Constant [N value

Need optional

Reason  |None

Hidden  |No

skip 0 t|fields f value=

Comment

Result of the measurement or finding as
originally received or collected, as a numeric
field. Question Text and Prompt are usually
specific to --TEST. The value of -TEST is
most useful as the PROMPT on the field
where we collect the RESULT for that test.

Instruction [Nene

Revert

Apply. Adjust to fit

13. Select field 11 LBNRIND_WBC, in the Field Properties click Detail. Modify the column display from 3 columns to 2 columns. Click

for field 14 LBNRIND_RBC, field 17 LBNRIND_HGB and field 20 LBNRIND_MCHC.

DFdiscover 5.10.0

Acceptance Test Manual

select show coding label. Under DFweb, select single column on phone and tablet. Click [Apply| and

Perform the same actions
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DFsetup [data_ i TK - Developer - o X

File View Study Plate Field Help

Plates-Modules-Fields " Field Properties ]
[0 1 - Blood Pressure Screening Visits 21: Lab Results Style |F_NRIND Type Choice
[ 2 - Patient Entry Form -
[3 3 - Medical History Patient Number & Name [LBNRIND ]
[ 4 - Current Medications DlAlss | BARID_MCHC ]
[ 5 - Monthly Follow-up Form Patient Initials [ Deseription| Mean Cell Hemoglabin Conc Abnormal |
[ 6 - Patient Evaluation Report e TS
[ 7 - Study Termination N
Collection Date
[ 8 - Medication Log Basic Detal  Editchecks  Custom
[ 9 - Adverse Event Report Cluse Standard =
T White Blood Cell e
11- Weeky Patient D Red Blond Call
B o b L‘;ga e e o e MIshowas | Choices v
2D bt Feragon v ot oot st <]
B Keys[1]1= Mean Cell Hemoglobin Cone o g Code Label Sub Label
v =Ll No Chaice 0 blank
[73 LBDAT =
% LBORRES_n = Choice1 1 ABNORMAL
B8 Lonwaio = Choice2 2 NORMAL
o 1BCISIG c ™
EICIEER
=211 4 b
v ELw[1]=
7 LBORRES n =
B8 enRMD =
o 1BCLSIG c*
Module options.
Add | |Delete || copy | | Paste NI
[ CRF List ]
< >
Setup State: | @valid | & History || |[Page 13 of 13| Plate 21 - Lab Results | [ Add/Edit Table... | | Order Fields... Plate View Apply Adjust to fit Revert
14. Select > [Save [Required]. Click [History]. The setup change history is displayed.
" DFsetup - History for Plate 21: Lab Results (last 30 days) — m] x
Date and Time Who Change Plate Module Field What Changed Aftr ™
1 el S i data_manager add plate 21: Lab Results Lab Results Nur
2 Lab
3 eCF
4 Lay
5 Sec
5 ICR
- Tric
Ter
Elig
8 wh
9 Arri
10 Hel)
11 Scr
tabl
12
13 Fill
14 Cus
15 ePR
16 Disy
Fire
17 Sav
Exit
18 Alla
Cor
‘- Pro ¥
< >
History for | study styles modules plates  Filter plates |...| 21 fields ... | + | Limit to last ‘30 > | days Refresh Save As...

15. Save the DFsetup history as module4_setuphistory.xlsx by clicking > [Save]. Open the saved .xIsx file and verify that its contents match the DFsetup -
History output before closing the history dialog by clicking x

16. Select > to close DFsetup.

eCRF background color preferences

1. Start DFexplore, login as user site_monitor and choose 254 Acceptance Test Study as described in “How to start DFexplore”.

2. Click Site 99 - Hospital #99 > 99008 > 1: Baseline > 21: Lab Results to make it the active page.

NOTE: DFexplore stores previously defined user preferences. If site_monitor previously used DFexplore and modified user preferences, you may see a different
background than what is illustrated below.
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@ DFexplore [site_monitor@explore dfdiscover.com] Acceptance Test Study
Fle Edit View Select Show Subject Vist Plate
99008 - 5 of 20

2% site 99 - Hospital #99

4:Form4, Pg1

Query v

Reason for Data Value

m{o—1]

- AllRecords -

Field  Window  Help

21: Lab Results

12 55001 Patient Number
99002
99003 Patient Initials
99004
09006 Collection Date
&, 00007
o 129008 White Blood Cell O ABNORMAL © NORMAL [ clinically significant
0: Screening Visits Red Blood Cell M/meL O ABNORMAL O NORMAL @ ciinicaly significant
~v {1 : Baseline _ _
2: Form 2 Hemeoglobin o/dL © ABNORMAL Q NORMAL O clinically significant
3:Form3 Mean Cell Hemoglabin Conc o/dL O ABNORMAL O NORMAL [ clinicalty significant

3. Select

@ DFexplore [site_monitor@explore.dfdiscover.com] Acceptance Test Study -

File Edit View Select Show  Subject Vist Flate

All Records -

Field  Window Help

> [Preferences), click Background Options to expand the preferences. Click Color then

o

99008 - 5 of 20
7Site 99 - Hospital #99 ] 21: Lab Results
2 99001
Rk Patient Number
99002
23003 Patient Initials
99004
' © 99006 Collection Date
&, 99007
~ (& 99008 white Blood Cell O ABNORMAL O NORMAL O ciinically significant
0 : Sereening Visits Red Blood Cell O ABNORMAL O NORMAL O cinically significant
~  yM1: Baseline
2. Form?2 Hemoglobin O ABNORMAL O NORMAL O cinically significant
3:Form3 Mean Cell Hemoglobin Conc |:| ghdL O ABNORMAL O NORMAL [ clinically significant
4:Form4, Pg 1
Switch to List View
Query, <
Reason for Data Value
m[o—=1]

4. Select

@ Select Color

Basic colors

HEENENENNT
NN
I ]
I ]
I
I

Pick Screen Color

Custom colors

I I
I

Add to Custom Colors

5. Enter HTML:#07458e.

DFdiscover 5.10.0

X

Hue: Red:
Sat: Green:
Blue:

conce

Acceptance Test Manual

o apply the changes.

> > Data Window, within eCRF background color, click - to open the Select Color window.
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@ Select Color

Basic colors

HEENENENNT
I ]
I ]
I ]
I ]
I

[ Pick Screen Color

Custom colors

I A
I

Hue:

val:

[ Add to Custom Colors

x

. | 4
‘ |

Red:

Sat: Green:

Blue:

HTML: |#07453e

o] et |

6. Click to close the Select Color window, click to apply your color preferences.

@ DFexplore [site_monitor@explore dfdiscover.com] Acceptance Test Study - Al Records

File Edit View  Select

Subject  Vist Flate  Field  Window  Help

99008 - 5 of 20

275Site 99 - Hospital #99
1.2 92001
80002
1.2 99003
1.2 99004
1.2 99006
12 95007
(2 90008

> §B0: Screening Visits

<

v [M1:Baseline

im2:Form2
|83 Form3
Ii4: Forma, Pg 1

21 : 1 Month Follo
22 : 2 Month Follow-up
23+ 3 Month Follow-up
24 : 4 Month Follow-up
30 : Study Termination

? 0008

LI

Switch to List Vier

L

Reason for Data Value

21: Lab Results

El
L

Missing Value|

Entering eCRF data

1. Click @ within the Patient Initials field to display the field level help. Click [ € ] to close the help dialog.

DFdiscover 5.10.0

Acceptance Test Manual
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@ oFexplore [site_monitor@explore.dfdiscover.com] Acceptance Test Study - All Records

File  Edit  View

it Plate  Field  Window  Help

99008 - 5 of 20

2osite 99 - Hospital #99 21: Lab Results

(2 90001
05002 ®

[ ]

1.2 99003

1.2 99004

1.2 02008

12 99007

v (& os00s

> §M 0 Screening Visits

~ W1 Baseline
2 Form2
I®3:Form3
|4 :Form4, Pg1

i
Ii

21 : 1 Month Follow-up

23 : 2 Month Follow-up

23 1 3 Month Fellow-up

24+ 4 Month Follow-up

30 ; Study Termination 2
Switeh to List View

wn|  C[E]

Reason for Data Value

2
X

1

[

Missing Value| [

2. With subject 99008 21: Lab Results as the current eCRF, click Patient Initials. The initials are pre-filled as a result of the edit check Setlnitdescribed in Module 8.

Image Data Entry. Set:
o Collection Date = 27-SEP-2018
o White Blood Cell = 18.8, Check (enable) Abnormal.
o Red Blood Cell = 4.7, Check (enable) Normal
o Hemoglobin = 18.5, Check (enable) Normal
o Mean Cell Hemoglobin Conc = 40.2, Check (enable) Normal

Click to save the data record.

@ DFexplore [site_monitor@explore. dfdiscover.com] Acceptance Test Study - All Records

File Edit View Select Show Subject Vist Plate Field  Window Help

99008 - 5 of 20 [is|m]
~

2%site 99 - Hospital #09 21: Lab Results

1.2 99003 Patient Initials DFN
1.2 00004

1.2 99006 27-SEP-2018
2 00007

> M0 : screening Visits

v jH1:Baseline
yf2:Form2 18.5 ®)

|83 :Form3 O S [}

4 Form4, g1

1 Month Foll

up
+ 2 Month Follow-up

R

+3 Month Follow-up

®

: 4 Month Follow-up

30 : Studv Termination v
[ Suritch to List View

wel I E]

Reason for Data Value

12 95001

~ (& 90008 18.8 O o) [ ]
© 2 -

2
L

1

Missing Value| | ‘Last Save: 3/1/2024 08:50:57 First 2 boxes = center number

3. Select File] > [Exif] to close DFexplore.
End Module 4. eCRF Creation for DFdiscover

1. Start DFATK as described in Module 1 (Installation & Initialization).
2. Click to confirm successful completion of Module 4. eCRF Creation.

Module 5. Custom Properties

DFdiscover 5.10.0 Acceptance Test Manual
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Tests & Requirements

1. Defining Custom Properties in DFsetup.

2. Adding Global Custom Property values.

3. Adding Plate, Module and Variable level Custom Property values
4. Exporting Custom Properties in DFsetup.

5. Edit checks execution of Custom Properties.

6. Creating subject data lists and exporting data views.

7. DFexplore Database Definition Report exporting.

Estimate of Time Required: 30 Minutes

Begin Module 5. Custom Properties

1. Start DFATK as described in Module 1 (Installation & Initialization).
2. Click [5. Custom Properties] followed by [Begin] to begin this module.

3. This module requires user data_manager to have exclusive access to the 254 Acceptance Test Study database, the Control Panel must be closed. Click .

Defining Custom Properties in DFsetup

1. Start DFsetup, login as data_manager and choose 254 Acceptance Test Study as described in “How to start DFsetup”.

2. Choose Exclusive Access and click . Exclusive Access allows you to create and modify plates, styles and fields, and to define all setup configuration files.

3. Select [Study] > [Custom Properties].

DFsetup - Custom Properties ? b

By default, custom properties have standard names in the format DFXX_USERXX (e.g. DFSTUDY_USER 1. A tag is & unique name that replaces the standard name.
A description may also be defined for use in tabular listings and data exports. Show more

DFSTUDY DFPLATE DFMODULE DFVAR. MISCELLANEOUS

Tag Description ~

DFSTUDY_USER2
DFSTUDY_USER3
DFSTUDY_USER4
DFSTUDY_USERS
DFSTUDY_USERG
DFSTUDY_USERT
DFSTUDY_USER8
DFSTUDY_USER9
DFSTUDY_USER1D
DFSTUDY_USERT1
DFSTUDY_USER12
DFSTUDY_USER13
DFSTUDY_USER14
DFSTUDY_USER15
DFSTUDY_USER16
DFSTUDY_USER17
DFSTUDY_USER12
DFSTUDY_USER19
DFSTUDY_USER20
DFSTUDY_NUMBER DFSTUDY_NUMBER
DFSTUDY_NAME DFSTUDY_NAME
<

v
>

Done Revert Apply

4. Click DFSTUDY tab, followed by the empty Tag cell for DFSTUDY_USER1 to make it the active field.
5. Beginning with DFSTUDY_USERT1 cell. Enter the Custom Properties for DFSTUDY as follows:

o DFSTUDY_USERT1 = TITLE

o DFSTUDY_USER2 = SPONSOR

o DFSTUDY_USER3 = PLANSUBJECTS

o DFSTUDY_USER4 = TRIALPHASE

o DFSTUDY_USERS = TRIALTYPE

o

DFSTUDY_USERG6 = LENGTH

o

DFSTUDY_USER7 = REGID
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DFsetup - Custom Properties ? X

By default, custom properties have standard names in the format DFXX_USERXX (e.g. DFSTUDY_USER1). A tag is & unique name that replaces the standard name.
A description may also be defined for use in tabular listings and data exports. Show more

DFSTUDY DFPLATE DFMODULE DFVAR MISCELLANEOUS

Tag Description ~
DFSTUDY_USER1 TITLE
DFSTUDY_USER2 SPONSOR
DFSTUDY_USER3 PLANSUBJECTS
DFSTUDY_USER4 TRIALPHASE
DFSTUDY_USERS TRIALTYPE
DFSTUDY_USERG LENGTH
DFSTUDY_USERT [Resin|
DFSTUDY_USERS

DFSTUDY_USERY

DFSTUDY_USERTD

DFSTUDY_USER11

DFSTUDY_USER12

DFSTUDY_USER13

DFSTUDY_USER14

DFSTUDY_USER1S

DFSTUDY_USER16

DFSTUDY_USERTT

DFSTUDY_USER18

DFSTUDY_USER19

DFSTUDY_USER20

DFSTUDY_NUMBER DFSTUDY_NUMBER

DFSTUDY_NAME DFSTUDY_NAME v
< >

Done Revert Apply

6. Click DFPLATE tab, followed by the empty Tag cell for DFPLATE_USER1. Enter the Custom Properties for DFPLATE as follows:
o DFPLATE_USER1 = V1
o DFPLATE_USER2 = V2

DFsetup - Custom Properties ? b

By default, custom properties have standard names in the format DFXX_USERXX (e.g. DFSTUDY_USER1). A tag is & unique name that replaces the standard name.
A description may also be defined for use in tabular listings and data exports. Show more

DFSTUDY DFPLATE DFMODULE DFVAR MISCELLANEOUS

Tag Description
DFPLATE_USER1 w1

DFPLATE_USER2 [vd
DFPLATE_USER3

DFPLATE_USER4

DFPLATE_USER3

DFPLATE_USERE

DFPLATE_USER?

DFPLATE_USER8

DFPLATE_USERS

DFPLATE_USER10

DFPLATE_USERT1

DFPLATE_USER12

DFPLATE_USER13

DFPLATE_USER14

DFPLATE_USER15

DFPLATE_USER1G

DFPLATE_USER17

DFPLATE_USER1S

DFPLATE_USER19

DFPLATE_USER20

DFPLATE DESC DFPLATE DESC

< >

Done Revert Apply

7. Click DFMODULE tab, followed by the empty Tag cell for DFMODULE_USERT1. Enter the Custom Properties for DFMODULE as follows:
o DFMODULE_USER1 = XXTEST
o DFMODULE_USER2 = XXTERM
o DFMODULE_USER3 = XXTRT
o DFMODULE_USER4 = XXCAT
o DFMODULE_USERS5 = XXSCAT
o DFMODULE_USERG6 = XXFAST
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DFsetup - Custom Properties

? has

8y default, custom properties have standard names in the format DEXX_USERXX (e.g. DFSTUDY_USER1). A tag is a unique name that replaces the standard name.

A description may also be defined for use in tabular lstings and data exports. Show mare

DFSTUDY DFPLATE DFMODULE DFVAR MISCELLANEQUS

DFMODULE_USER1 XKTEST
DFMODULE_USERZ XXTERM
DFMODULE_USER3 XKTRT
DFMODULE_USER4 XXCAT
DFMODULE_USERS HKSCAT
DFMODULE_USER6 [xxpasT]
DFMODULE_USERT

DFMODULE_USERS

DFMODULE_USERS

DFMODULE_USER1D

DFMODULE_USERT1

DFMODULE_USER12

DFMODULE_USER13

DFMODULE_USER14

DFMODULE_USER1S

DFMODULE_USER16

DFMODULE_USER1T

DFMODULE_USER18

DFMODULE_USER19

DFMODULE_USER20

DFMODULE_NAME DFMODULE_NAME
DFMODULE DESC DFMODULE_DESC

Tag Description

Done

8. Click DFVAR tab, followed by the empty cell for DFVAR_USER1. Enter the Custom Properties for DFVAR as follows:

o DFVAR_USER1 = EC_PLT_ENTER
o DFVAR_USER2 = EC_FLD_ENTER
o DFVAR_USER3 = EC_PLT_EXIT
o DFVAR_USER4 = EC_FLD_EXIT

DFsetup - Custom Properties

Revert

Apply

? s

By default, custom properties have standard names in the format DFXX_USERXX (e.g. DFSTUDY_USER 1. A tag is & unique name that replaces the standard name.

A description may also be defined for use in tabular listings and data exports. Show more

DFSTUDY DFPLATE DFMODULE DFVAR MISCELLANEQUS

DFVAR_USER1 EC_PLT_ENTER
DFVAR_USERZ EC_FLD_ENTER
DFVAR_USER3 EC_PLT_EXIT
DFVAR_USER4 EC_FLD_EXIT|
DFVAR_USERS

DFVAR_USERS

DFVAR_USER7

DFVAR_USERE

DFVAR_USERS

DFVAR_USER10

DFVAR_USER11

DFVAR_USER12

DFVAR_USER12

DFVAR_USER14

DFVAR_USER15

DFVAR_USER16

DFVAR_USER17

DFVAR_USER12

DFVAR_USER1S

DFVAR_USER20

DFVAR_DESC DFVAR_DESC
DFVAR_TYPE DFVAR_TYPE
<

Tag Description

>

Done

9. Click [Apply]
Adding Global Custom Property values

1. Select [Study] > [Global Settings}>. Click Custom tab.

2. In the Custom tab set the following Property Values:
o TITLE = DFdiscover 2025 Acceptance Test Study
o SPONSOR = Pharma 123 Inc.
o PLANSUBJECTS = 100
o TRIALPHASE = PHASE Ill TRIAL

o TRIALTYPE = TREATMENT

DFdiscover 5.10.0 Acceptance Test Manual

> to apply the newly defined Custom Property values.

Revert

Apply
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o LENGTH = 4 MONTHS
o REGID = NCT00000001
Click

to save and dismiss the dialog.

DFsetup - Global Settings ? X

Global  Help  Fields Levels Guides Custom

Property Tag Property Value @
TITLE DFdiscover 2025 Acceptance Test Study

SPONSOR Pharma 123 Inc.

PLANSUBJECTS 100

TRIALPHASE PHASE TIT TRIAL

TRIALTYPE TREATMENT

LENGTH 4 MONTHS

REGID NCT00000001]

DFSTUDY_USERS

DFSTUDY_USERS

DFSTUDY_USER10
DFSTUDY_USER11
DFSTUDY_USER12
DFSTUDY_USER13
DFSTUDY_USER14
DFSTUDY_USER15
DFSTUDY_USER16
DFSTUDY_USER17
DFSTUDY_USER18
DFSTUDY_USER19
DFSTUDY_USER20

Cancel Apply

Adding Plate, Module and Variable level Custom Property values

1. Click 1 - Blood Pressure Screening Visits to make it the active page. Within the Plate Properties window click Custom tab.

2. Enter the Property Value tags as follows:

o V1 =1 October 2014

o V2 =11 November 2014 - Corrected error in Eligibility Criteria item 6.

Click

) DFsetup [data_manager@explore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required] - o
File View Study Plate Field Help
Plates-Modules-Fields ~ Plate Properties
1D 1 Bl Prsie Scrsring Vi AR R AR NN T
[ 2 - Patient Entry Form DataF ax #254 Plate #001 Visit #000
[ 3 - Medical History . Label Blood Pressure Screening Visits
[) 4 - Current Medications patent [T7@ 53 4@ eCRF No. v
Number
[ 5 - Monthly Follow-up Form Sentience il m—y o
D 6 - Patient Evaluation Report
D 7 - Study Termination IR Standard v
1) 9 - Adverse Event Report
[0) 10 - Death Report Sex B Male Race [ Caucasian Plggers‘Eﬂr\v No ~
ermination
[ 11 - Weekiy Patient Diary El Ferale B African American Eligible for
[0 20- Date Log 11 9 Final v
Signing when
[ 21 - Lab Results - ]
12 Arrival Trigger
Help  Custom
Screen 1: ~[— Property Tag Property Value A
V1 1 October 2014
mmHg 2 11 November 2014 - Correcte...
DFPLATE_USER3
4 mmHg N DFPLATE_USER4
DFPLATE_USERS
12 gt 5 § / DFPLATE_USERS
Screen2;  Date TR Reading 1: mmHg DFPLATE USER
Reading 2: / mmHg DFPLATE_USERS
Module options DFPLATE_USERS
Add | |Delete || copy | | Paste Reading 3: / mmHg DFPLATE_USER10
CRF List DFPLATE_USER11
Eligibility Criteria Eicibili 1 DFPLATE_USER12
DFPLATE_USER13
1. Age16-79 years old. DFPLATE UsER14
DFPLATE_USERI1S
2. Male, or if female, not pregnant and using a reliable contraceptive method.
DFPLATE_USER16
3. Taking blood pressure medication. DFPLATE_USERL?
DFPLATE_USER18
4. Major surgery or other medical emergency in the past 6 months. DFPLATE_USER19
DFPLATE_USER20
5. Patient has signed informed consent and agrees o return for monthly - v
j-up visits. v
Setup State: (@ valid || History || |[Page 1 of 13][Plate 1 - Blood Pressure Screening Visits | | Add/Edit Table... | Order Fields... Plate View Apply. Revert

3. Select

4. Within row 2 Patient Entry Form navigate to the V1 Property Value cell. Enter 1 October 2014. In the V2 cell enter 11 November 2014 - Updated randomization

instructions.. Click

DFdiscover 5.10.0
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DFsetup [data_manager@explore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required]

File View Study Plate Field Help

Plates-Modules-Fields
[ 1 - Blood Pressure Screening Visits
[0 2 - Patient Entry Form
[ 3 - Medical History
[ 4 - Current Medications
[ 5 - Monthly Follow-up Form
L) 6 - Patient Evaluation Report
[ 7 - Study Termination
[) 8 - Medication Log
[ 9 - Adverse Event Report
[ 10- Death Report:
[ 11 - Weekiy Patient Diary
[0 20- Date Log
[3) 21- Lab Results

Module options

Add | [Delete || Copy || Paste a| v

CRF List

Visit

Setup State: (Dvalid | | History

ARRRRRRi i rrrrerrrrrrrren ’
DataF ax #254 Plate #002 Visit#001 .

random medication cods.ur

Medical Examination

y day month  year

Smoking Status B Never smoked

Ex-smoker

Smokes cigarettes
& Smokes pipe/cigars

-
Randomization 1.2
Medication Code #:

Give the patient ene bottle of study medication from the medication kit with this code number.

Date of First Study Follow-up Visit (1 month + 3 days)

Keys Lid
[l * 2 ;5 ¢ 5
Number Entry Date
day
PATIENT ENTRY FORM
Randomization

Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) for this patients.

Bl Nore, or <1 time/week

1-2 times/week

§l 3-4 times/week
4

>4 times/week

* aerobic exercise for at least 20 minutes

Frojectedun 1]

[Page 2 of 13| Piate 2 - Patient Entry Form

| [ Add/Edit Table... | [Order Fielde... Plate View

Plate Properties

Triggers Early [~
Termination
Eligible for

Signing when |FIN3!

Number

Label Patient Entry Form
eCRF No v
Sequence is | predefined v
ICR Standard v

Arrival Trigger

Help  Custom

Property Tag
Vi

v2
DFPLATE_USER3
DFPLATE_USER4
DFPLATE_USERS
DFPLATE_USERG
DFPLATE_USER?
DFPLATE_USERS
DFPLATE_USER9
DFPLATE_USER10
DFPLATE_USER11
DFPLATE_USER12
DFPLATE_USER13
DFPLATE_USER14
DFPLATE_USER1S
DFPLATE_USER16
DFPLATE_USER17
DFPLATE_USER18
DFPLATE_USER19
DFPLATE_USER20

Property Value
1 October 2014

11 November 2014 - Updated...

Apply

Revert

5. From the Plates-Modules-Fields window double-click 2 - Patient Entry Form. Click Keys [1] to make the module active.

6. In the Module Properties window specify PTKEYS for the XXTEST Property Value. Click

DFsetup [data_

cceptance Test Study -

- o
File View Swdy Plate Field Help
Plates-Modules-Fields A Module Properties
[ 1 - loodFresure Sreenng i RN AN NEEN IR, | o [
v [ 2- Patient Entry Form DataFax #254 Plate #002 Visit #001
ErE Kevs L1 Description  [Key fields
ers Patient . 1 Patient 12 3 ¢ 5 4
= Randomization [ 11~ Number Initials Entry Date Instance No.
= day ~moritt "
) bemographics [ 1] v yea Custom
B2 Physicalexam [ 1] PATIENT ENTRY FORM
E2 FrojectecFup [ 1]~ Property Tag Property Value
[ 3 - Medical History Randomization CTEST PTKEYS
[) 4 - Current Medications XXTERM
- Provided the patient meets al elig criteria, call the randomization hot line ((905) 999-8888) for this patient's
5 - monthly Follow-up Form Tamdom modibation cods mmhar 1 d XXTRT
[) 6 - Patient Evaluation Report Randomization. L. XCAT
[ 7 - Study Termination Medi 1 Code # 30
[ 8 - Medication Log ication Co XXSCAT
[ 9 - Adverse Event Report Give the patient g bottle of study medication from the medication kit with this code number. XXFAST
[} 10 - Death Report DFMODULE_USER?
[ 11 - Weekly Patient Diary DFMODULE_USERS
[) 20- Date Log
. . DFMODULE_USERY
[ 21- Lab Results Medical Examination -
i ranhics il DFMODULE_USERL0
day " imionthyear | | DFMODULE_USER12
DFMODULE_USER13
DFMODULE_USER14
DFMODULE_USER1S
DFMODULE_USER16
Module options DFMODULE_USER17
Add | [Delete || Copy | | Faste = ] DFMODULE_USER1S
CRF List DFMODULE_USER19
vt | DFMODULE_USER20
isit_Type smokirg Status [ Never smoked Nore, or <1 time/weok
El Ex-smoker 1-2 times/week
Smokes cigarettes ] 34 times/week
£ smokes pipelcigars >4 times/week
* aerobic exercise for at least 20 minutes.
Dato ofFirst Study Follow-up Vist (1 monit 3 day) | RN o
Setup State: | @valid | < History || |[Page 2 of 13|[Plate 2 - Patient Entry Form ] | Addedit Tabi Order Fields. Plate View Apply Revert

7. Double-click Randomization [1]. In the Module Properties window specify RANDCODE for the XXTEST Property Value. Click
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DFsetup [data_manager@erplore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required]

- o
File View Study Plate Field Help
Plates-Modules-Fields " Module Properties
03 1 -l Fessre Screeing Vi ARRRRRRi L rererrrerren o |
DataF ax #254 late #002 Visit #001
v [3 2 - Patient Entry Form s
= ot 1]3 Keva [l : Description | Medication Code
evs Gl * 2 ;5 ¢ § Paﬁem B 5
E= Randomization [ 1]* Number Initials ¢ Entry Date Instance No.
E Demographics [ 1] oM o year Custom
53 Physicalbxam [1]*
o Pt 1 PATIENT ENTRY FORM Froperty Tag Froparty Value
[ 3 - Medical History Randomization XXTEST RANDCODE
[ 4 - Current Medications XXTERM
- Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) for this patients.
5 - monthly Follow-up Form Tandom modication codm mmher - d XXTRT
[ 6 - Patient Evaluation Report Randomization [ 1.1} (AT
[ 7 - Study Termination
[ 8 - Medication Log XXSCAT
[0) 9 - Adverse Event Report XXFAST
[3) 10 - Death Report DFMODULE_USER7
[0 11 - Weekly Patient Diary DFMODULE_USERS
B ;S Ea:ng\t DFMODULE_USERS
- Lab Results
DFMODULE_USER1D
DFMODULE_USER11
o DFMODULE_USER12
T C DFMODULE_USERI3
DFMODULE_USER14
K ibs
9 or DFMODULE_USER13
Height cm or in
Module options. DFMODULE_USER17
Add  Delete Copy Faste - v DFMODULE_USER18
Pulse beats/minute
CRF List DFMODULE_USER19
Vit |1 DFMODULE_USER20
st Type Smoking Status B Never smoked Exercise® [JBl: None, or <1 time/week
| Ex-smoker IF| 7-2 times/week
£ Smokes cigarettes Bl 3-4 times/week
£l Smokes pipe/cigars | >4 times/week
* aerobic exercise for at least 20 minutes
EroiecedEup i
Date of First Study Follow-up Visit (1 month + 3 days) 1 v
Setup State: @ valid | & History || |[Page 2 of 13 Plate 2 - Patient Entry Form | [ AddjEdit Table.... | [Order Fields... Plate View Apply Revert
8. Select Medication Code # field. Click Custom from the Field Properties window.
9. Enter [MissingQC] Response is required. in the EC_FLD_EXIT Property Value.
DFsetup [data_t cceptance Test Study - - O

File View Study Plate Field Help

Plates-Modules-Fields
[0 1 - Blood Pressure Screening Visits
~ [J 2 - Patient Entry Form

RN AN NEEN IR, |
DataF ax #254 late #002 Visit #001

Smoking Status |8 Never smoked Exercise®

A ; Keverais
B Keys[1] Patient | IEFENE) 4 g Patient 4
~ B Randomization [ 11~ Number Initials Entry Date
13 BREFD = oML day - moritt - year
9 Demographics [ 1] = PATIENT ENTRY FORM
= PhysicalExam [ 1]~
B3 ProjectedFup [11+ Randomization
[ 3 - Medical History
- Provided the patient meets all eligibilly criteria, call the randomization hot line ((205) $99-8888) for this patients
[0) 4 - current Medications
random medication cods. mmber:
[ 5 - Monthly Follow-up Form Randomization [ 1.1}
1) 6 - Patient Evaluation Report
[ 7 - Study Termination
[ 8 - Medication Log Give the patient gne bottle of study medication from the medication kit with this code number.
1) 9 - Adverse Event Report
[) 10 - Death Report
[) 11 - Weekly Patient Diary
[ 20- Date Log Medical Examination
[ 21- Lab Results : DemodranhicaLL]
Oat f Bt
’ day " imionthyear
E Physicalbam [L]....;
Weight kg or Ibs
1 4
Heigh e "
Module options
Add | [Delete || Copy | | Faste = 7
Pulse beats/minute
CRF List
Visit Type

Bl one, or <1 time/week

~

Field Properties

Style S22 Med Code Type Number

&
&Name  [EXREFD
& Alias EXREFID

& Description| Medication Code #

rompt | Medication Code #

Basic Detail  Editchecks  Custom

Property Tag
EC_PLT_ENTER
EC_FLD_ENTER
EC_PLT_EXIT

Property Value

EC_FLD_EXIT
DFVAR_USERS
DFVAR_USERS
DFVAR_USER7
DFVAR_USERS

[Missing QC] Response is required,|

DFVAR_USER9
DFVAR_USERL0
DFVAR_USERL1
DFVAR_USER12
DFVAR_USERL3
DFVAR_USERL4
DFVAR_USERLS
DFVAR_USERL6
DFVAR_USER17
DFVAR_USER18
DFVAR_USERLY

Bl Ex-smoker Bl 1-2 times/weck
17| 18 DFVAR_USER20
£ Smokes cigarettes bl 34 times/week
E Smokes pipe/cigars el >4 times/week
* aerobic exercise for at least 20 minutes
Date of First Study Follow-up Visit (1 month + 3 days) v
Setup State: | @valid | < History || |[Page 2 of 13|[Plate 2 - Patient Entry Form | [Add/Edit Table... | [order Fields... Plate View Apply Adjust to fit Revert

10. Click Edit checks tab within the Field Properties window.

11. Enter MissingQC, sdv next to Field Exit, click
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12

13.

£

File View Study Plate Field Help

DFsetup [data_manager@explore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required]

Plates-Modules-Fields " Field Properties
S —— ARRRRRRi i rrrrerrrrrrrren Sy [ vecoteype umbr
« R DataF ax #254 iate #002 Visit #001 G )
B Keys[1]= Patient - EEEEET I Patient z &lName  [EXREFD
~ & Randomization [ 1]* Number Initials g Entry Date & Alias EXREFD
= FomoL day r
3 ExREFD v e & Description| Medication Code #
= -
Bemonaghicagi) PATIENT ENTRY FORM rompt | Medication Code #
E2 PhysicalExam [1] %
B2 ProjectedFup [ 1] Randomization Basic Detail  Editchecks  Custom
[ 3 - Medical History
- Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) for this patients. Execute Edit checks on following events
[3) 4 - Current Medications
random medication code.mumber: [ rlate Enter
[3 5 - Monthly Follow-up Form Randomization.[1.]... [ Field Ente
[3) 6 - Patient Evaluation Report eld Enter
[ 7 - Study Termination MissingQC, sdv
[ 8 - Medication Log Give the patient one bottle of study medication from the medication kit with this code nurmber. [l Plate Exit
O 9 - Adverse Event Report
[) 10- Death Report
[0} 11 - weekly Patient Diary
[ 20- Date Log Medical Examination
[0 21- Lab Resuits B
Date of Birth
’ day A
E Physicalbam [L].....;
Weight kg or Ibs
1 EE
Heigh o o R .
Module options
Add | |Delete || Copy | | Paste A
Pulse beats/minute
CRF List
Vvisit T
st Type Smoking Status B Never smoked Exercise* [l None, or <1 time/week
| Ex-smoker IF| 7-2 times/week
£ Smokes cigarettes Bl 3-4 times/week
£l Smokes pipe/cigars | >4 times/week
* aerobic exercise for at least 20 minutes
EroiectedEup i
Date of First Study Follow-up Visit (1 month + 3 days) 1 v
Setup State: | @valid | & History || |[Page 2 of 13 Plate 2 - Patient Entry Form | [ AddjEdit Table... | [Order Fields... Plate View Apply Adjust to fit Revert

.

File View Study Plate Field Help

DFsetup [data_manager@erplore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required]

Click Weight (Ibs) field, then Custom. Enter [WeightEquiv] Weight conversion. in the EC_FLD_EXIT Property Value. Click

Plates-Modules-Fields
[0 1 - Blood Pressure Screening Visits
v [J 2 - Patient Entry Form
B Keys[1]1%
~ E= Randomization [ 1]~
8 BxReFD =
2 Demographics [ 11
~ B Physicalbxam [ 1]~
3 wrke =
@ wrs =
B HTem =
% Hrm
& Puse =
B8 smoke *
B exercise =
= ProjectedFup [1]~
[ 3 - Medical History
4 - Current Medications
5 - Monthly Follow-up Form
6 - Patient Evaluation Report
7 - Study Termination
8 - Medication Log
9 - Adverse Event Report
10 - Death Report
11 - Weekly Patient Diary
20 - Date Log
21 - Lab Results

PODPDDDEDD

Module options
Delete | Copy = Faste =

z

[ CRF List

Visit_ Type

DataFax #254 ate #002 Visit #001

Patient _ [IEY

4 5| Patient

4
Roremer b ety oaee NN NNE]
I3 daymontts year
PATIENT ENTRY FORM
Randomization

Provided the patient meets all eligibility criteria, call the randorization hot line ((905) 999-8888) for this patients.
random medication code.mumber

Randomization L1

1303 4
" n Code #: U

Give the patient one botile of study medication from the medication kit with this code number.

:
oato o76in

day month  year

Bemoaraphica ]

Al LA

woor RO s o R P
3
voor [ on o

Pulse beats/minute

Smoking Status

S Never smoked Exercise® [ Nore, or <1 time/week

Al [T Field Properties

Style |SimpleNumber Type Number

s

EWTLB

Weight (1bs)

Basic Detail  Editchecks  Custom

Property Tag Property Value
EC_PLT_ENTER

EC_FLD_ENTER

EC_PLT_EXIT

DFVAR_USERS
DFVAR_USERG

DFVAR_USER7

DFVAR_USERS

DFVAR_USER9

DFVAR_USERL0
DFVAR_USERLL
DFVAR_USER12
DFVAR_USERL3
DFVAR_USERL4
DFVAR_USERLS
DFVAR_USERLE
DFVAR_USER17
DFVAR_USER18
DFVAR_USER1Y

EC_FLD_EXIT [WeightEquiv] Weight Conversion.

Bl Ex-smoker H 7.2 times/week
18 DFVAR_USER20
Smokes cigarettes Bl 34 times/week
E Smokes pipe/cigars el >4 times/week
* aerobic exercise for at least 20 minutes
L Broiededrun L1
Date of First Study Follow-up Visit (1 month + 3 days) = 1 = v

Setup state: (@valid || History || |[Page 2 of 13|[Plate 2 - Patient Entry Form | [Add/edit Table... | [order Fields... Plate View Apply. Adjust to fit Revert

Select

> [Save [Required]. Click [History]. The setup change history is displayed.
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DFsetup - History for Plate 2: Patient Entry Farm (last 30 days) - O 'Y
Date and Time who Change Plate Module Field What Changed Attribu *
1 2025-04-09 14:54:16  dats_manager change plate field 2: Patient Entry Form  5032: Keys 10220: SUBJID Patient Number Promp
2 2025-04-09 14:54:16  data_manager change plate field 2: Patient Entry Form  5032: Keys 10221: PINIT Patient Initials Promp
3 2025-04-09 14:54:16  data_manager change plate field 2: Patient Entry Form  5032: Keys 10222: VISDAT Entry Date Legal
4 Store
5 Displa
6 Forma
7 2025-04-09 14:54:16  data_manager change plate field 2: Patient Entry Form  5033: Randomization  10223: EXREFID Medication Code # Promp
s 2025-04-09 14:54:16  data_manager change plate field 2: Patient Entry Form  5034: Demographics ~ 10224: BRTHDAT Date of Birth (dd/mm/ Store
)
g Displa
10 Forma
2025-04-09 14:54:16  data_manager change plate field 2: Patient Entry Form  5036: ProjectedFup 10232: SFDAT Date of First Study Fromp
1 Follow-up
12 Store
13 Displa
14 Forma
15 2025-04-10 08:13:54  data_manager change plate field 2: Patient Entry Form  5032: Keys 10222: VISDAT Entry Date Legal
16 Store
17 Displar
18 Forma
19 2025-04-10 08:13:54  data_manager change plate field 2: Patient Entry Form  5034: Demographics ~ 10224: BRTHDAT Date of Birth {(dd/mm/ Descri
YY)
20 Store
< >
History for = | study styles modules plates  Filter plates |...| |2 fields ... # | Limit to last ‘30 = | days Refresh Save As...

1. Save the DFsetup history as module5_setuphistory.xlsx by clicking > [Savel. Open the saved .xIsx file and verify that its contents match the DFsetup -
History output before closing the history dialog by clicking .

Exporting Custom Properties in DFsetup

. Select

> |[Export Setup| >

. Click Field Properties [.J.

. In the resulting dialog, click [Select none].

. Select Name, Alias, Description, EC_PLT_ENTER, EC_FLD_ENTER, EC_PLT_EXIT and EC_FLD_EXIT. Click .

DFsetup - Export to Excel ?
Schema
E'f:games [Name, Alias, Description, EC_PLT_ENTER, EC_FLD_ENTER, EC_PLT_EXIT, EC_FLD_EXIT | [...
Plates es |
[] Export Schema to single sheet

Configurations
[ Plates [] Translations [ visit Map [] Conditional Cydles
[ Edit checks [ Missing Value Codes ~ [] Page Map [ conditional visits
[ Modules [] Query category Map [ ] CRF Type Map [] conditional Plates
[ sites [ sort Map [] crF Background Map
[ subject Alias Map [ Lookup TablesMap ~ [] Conditional Terminations

Select All Select None

Qutput File

s tusersfpublicmodules_setup.dsid

Open output file after export

Advanced...

once

. Specify module5_setup.xIsx as the Output File name, enable (check) Open output file after export.. Click |E

6. In the exported Excel file open the Global Settings tab to view the newly defined Global Property tags.
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Pagelayout  Formulas  Data  Review Vi Help

Q Telmewhatyouwanttodo

] Norma Good jol
B I U e | $ - 3 [ | Find&
Selectv
Clipboard Font. Aignment Number sttes cets diting senttvty | Adans ~
@ unucensep propuct 't avaiable. ose Excel restar with your Get help
AL - fe | Acceptance Test Study v
A 3 G o 3 3 3 H ! 3 N ) [ a ]
1 Acceptance Test Study |
2 |Study Number 254
3 Study Launched in the Year 1990
4_Reasons for Data Change are Required per field
5 New Subject Binders Shown 5
6 [Enable the Start New Subject Dialog Yes
7 |Allow Multiple Queries Per Field Yes
8 When exporting module data, subject headers use DFPID
9 | When exporting sub label, output no choice code label as  setup defined label
Welcome to the Acceptance Test Study.
10 Help For assistance please contact 1-XXX-XXX-XXXX.
11 Field Description Length 40 characters long.
12 Start Year 1940
13 Imputation For Partial Dates Never
14 Show red asterisk for required and essential fields on eCRFs  No
15 Level 0 Level 0
16 Level 1 Level 1
17 Level 2 Level 2
18 Level 3 Level 3
Level 4
Level 5
Level 6
Level 7
DFdiscover 2025 Acceptance Test Study
Pharma 123 Inc.
100
PHASE Il TRIAL L
TREATMENT
4 MONTHS
29 REGID NNCT00000001
30 DFSTUDY_USERS
31 DFSTUDY_USER9
32 DFSTUDY_USER10
33 |DFSTUDY_USER11
34 DFSTUDY_USER12 =]
» | TitleSheet | Global Settings | Custom Properties | 1-Blood Pressure Scree..ts | 2 - Patient Entry Form | 3 - Medical History | 4 - Current Medicatic .. gl

Ready (5 Accessibility: Investigate.
—

7. Click 2 - Patient Entry Form to view the newly defined Plate Custom Property tags. Return to DFsetup.

Count: 2

B E O -——— s

2 oo

fle  Home nsert Draw  Pagelajost  Formulas  Data  Review  View  Add-ns  Help  Team 8 share 03 Comments

A calbri Jio A A = % | General B Hinsen - v /O 4
Paste 127 = 9 P Cnrﬁna\ Fn%as ?{ Efire = SUrZ Find& | Ideas

- BlIu-EH-[0-A- $ % BB e Tovee Syiesv | [EFomate | @~ Fiere suecte
Clipboard 15 Font Alignment 5 Number & Styles cells Editing ldeas | Sensitivty
AL - £ | 2-patient Entry Form
A 8 c D 3 3 G

1 [2- Patient Entry Form
2 Name Alias Description EC_PLT_ENTER __ EC_FLD_ENTER _EC_PLT_EXIT EC_FLD_EXIT
3 |SUBJID SUBJIDS(plate) Patient Number
4 PINIT PINITS(plate) Patient Initials
5 |VISDAT ENTDAT Entry Date
6 |EXREFID EXREFID Medication Code # [MissingQC] Response is required.
7 |BRTHDAT BRTHDAT Date of Birth (dd/mmy/yy)
8 \WTKG EWTKG Weight (kg)
5 \wTLs EWTLB Weight (lbs) [WeightEquiv] Weight conversion.
10 HTCM HTCM Height (cm)
11 [HTIN HTIN Height (inches)
12 PULSE PULSE Pulse (beats/min)
13 | SMOKE SMOKE Smoking Status
14 |EXERCISE EXERCISE Exercise
15 | SFDAT SFDATS(plate)  Date of First Study Follow-up
16
17
18
19
2
2
n
23
2
2
2%
27
2
29
30
31
2
33
a

» Tille Sheet | Global Setings | 1 -Blood Pressure Scree..its | 2 - Patient Entry Form | 3-Me « ,

to close DFsetup.

Count:7 [ mo- 1

Edit checks execution of Custom Properties

e

dialog.

DFdiscover 5.10.0

Acceptance Test Manual

Start DFexplore, login as data_coordinator and choose 254 Acceptance Test Study as described in “How to start DFexplore”. Upon logging in a dfmessage edit
check dialog is displayed containing the DFsetup-Global Settings Custom property tags defined in “Defining Custom Properties in DFsetup.”. Click

to close the
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@ DFexplore - dfmessage: Edit checks Log - ] X

Name: DFdiscover 2025 Acceptance Test Study
Sponsor: Pharma 123 Inc.

Subjects: 100

Phase: PHASE I TRIAL

Type: TREATMENT

Length: 4 MONTHS

Protocol: NCT00000001

2. Select > [Preferences), click Background Options to expand the preferences. Click Color then to apply the changes.

3. Select [Select] > [Change Mode & Level|. Set:

o Mode = Validate
o Save level = 3 - Level 3

o Check (enable) Enable edit checks.

Click [OK]

@ DFexplore - Change Mode & Level ? X
Mode Validate >
save level | 3-Level 3 v Enable edit checks

Concel

4. Double-click Site 99 - Hospital #99 > 99010 > 1 : Baseline > 2 : Form 2.

5. Click anywhere on the page background to make the fields active. Press to advance to the Medication Code # field.

@ OFexplore [data_ Test Study - All Records
Fle Edt View Select Show Subject Vist FPlate Field Window Help

-20f
EID-207 RRRRRLL LT E e rrrrrnen
#002 Visit #001

2,90006

. .
12 55007 Medication Code #: [22% ]
o000
Give the patient one battle of study medication from the medication kit with this code number.
12 9500
129010

0: Screening Visits
Medical Examination

Date of Birtn [11/05/1969

day  month  year

4:Form4, Pg 1

21 : Lab Results

waignt 1211 kg or vs

21 : 1 Month Follow-up
E v Height 185 | o o (0728 "

Switch to List View

Puise beats/minute

Query MIEE
Smoking Status ® Never smoked Exercise* O None, or <1 time/week
O Ex-smoker O 1.2 times/week
O smokes cigarettes O 3.4 times/week
O Smokes pipelcigars O >4 times/week
+ aerobic exercise for at least 20 minutes.
Reason for Data Value +

Date of First Study Follow-up Visit (1 month + 3 days) 05/12/18
day

month  year

1—+3] Final Incomplete. pending

Missing Value, .|| |Last Save: 2025-04-11 12:22:24 UTC-04:00 Legal values: 1-9999

22 site 0 - DFnet (Error Monitor) 2 DataFax #254 Pate
Yy =
22 site 10 - Hospital #1
Patient Patient
22 site 20 - Hospital #2 Numbor |9 9 0 1 0] initials (ARX Entry Date (14/11/18
&%site 99 - Hospital 209 oMot day  monih
& 59001 PATIENT ENTRY FORM
99002
. Randomization
99003
12 99004 Provided the patient maets all eligibilty crteria, cal the randomization hot ine ((905) 999-8888) for this patient's
-andom medication code number.

6. Press to exit the field and execute the sdv edit check.
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@ DFexplore - dfaddqe: sdv ? X

Site: 99, Subject: 99010, Visit: Baseline, Page: Form 2

Field |Medimﬁon Code # |

Reported Value |2524 |

Category Other Use |External ~
Status |I| u| Mew query Type | Correction 5
Detail Verify randomization occured in accordance with CRF Version 2; 11

November 2014 - Updated randomization instructions.

Created | |

Modified | |

Resolved | |

7. Click to add the edit check containing the Custom Property Value's added in “Defining Custom Properties in DFsetup.”.

8. Press to advance through the remainder of the fields on the Patient Entry Form page. Verify that the Save information bar at the bottom of the screen indicates
that the saved page will be assigned a record level of 3. Click {Incomplete|.

Creating subject data lists and exporting data views

1. Select > [List).

2. Click 002 - Patient Entry Form.

3. Select [Select| > [Field Selection| to show the listing of all data fields and their metadata properties defined for the plate. In the Data Fields window, click [ next to
fields 7:SUBJID , 10:EXREFID , 12:WTKG , 13:WTLB.

@) DFexplore - Field Selection ? X
Page: 002 - Patient Entry Form Load Save Remove |Enter name
+ Data Fields = Display Fields

T 6:DFSEQ - Visit Number 7:5UBJID - Patient Number

+ 2:5UBTID - Patient Number 10:EXREFID - Medication Code #
+ B:PINIT - Patient Initials 12:WTKG -Weight (ka)
+ @:VISDAT -Entry Date 13:WTLE -Weight (bs)

T 10:EXREFID - Medication Code #

T 1L:BRTHDAT - Date of Birth {dd/mm/yy)
t 12:WTKG - Weight {kg)

T 13ZWTLB - Weight (bs)

 14HTEM - Height (am) v

Metadata Fields

Field Properties
+ DFVAR_DESC
+ DFVAR_TYPE
t DFVAR_PROMPT
t DFVAR_UMITS
+ DFVAR_COMMENT
+ DFVAR_MODNUM
+ DFVAR_MODNAME

T DFVAR_MODDESC

NOTE: Alternatively fields can also be added by dragging-and-dropping the desired fields from the Data Fields or Metadata Fields windows to the Display Fields
window.

4. In the Metadata Fields window, click '+ next to field EC_FLD_EXIT to add the field to the Display Fields window. From the drop-down select 10:EXREFID, click
and drag the field to be below the 10:EXREFID - Medication Code # field.
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@) DFexplore - Field Selection ? X

Page: 002 - Patient Entry Form Load Save Remove |Enter name

+ Data Fields = Display Fields

&:DFSEQ - Visit Number ~ 7:SUBIID -Patient Number

7:5UBJID - Patient Number 10:EXREFID - Medication Code #
&PINIT -Patient Initials ~ | 1MEXREFID ~ [EC_FLD_EXIT
S:VISDAT -Entry Date — 1ZWTKG -Weight (ka)

10:EXREFID - Medication Code # 13:WTLB -Weight {Ibs)

1L:BRTHDAT - Date of Birth (dd/mm/yy)

12:WTKG - Weight (ka)

13:WTLE - Weight (bs)

+ + 4+ + 4+ ++ ++
|

14HTEM - Height (em) v

Metadata Fields
DFVAR_TYPE ~

DFVAR_PROMPT
DFVAR_UNITS
DFVAR_COMMENT
DFVAR_MODNUM
DFVAR_MODMNAME
DFVAR_MODDESC

XXTEST

++ + + [+ ++ + 4

EC_FLD_EXIT

Plate Properties G

5. Return to the Metadata Fields window, click '+ next to field EC_FLD_EXIT to add the field to the Display Fields window. From the drop-down select 13:WTLB.

@ DFexplore - Field Selection ? X
Page: 002 - Patient Entry Form Load Save | Remove [Entername

+ Data Fields = Display Fields

+ GDFSEQ - Visit Number || — 7:5UBIID - Patient Number

+ 7:5UBID - Patient Number ~ 10:EXREFID - Medication Code #

+ BPINIT -Patient Initials ~ | 1MEXREFID ~ [EC_FLD_EXIT

+ 9VISDAT -Entry Date T 12WTKG -Weight (ka)

+ 10:EXREFID - Medication Code £ — 1Z:WTLE -Weight (bs)

+ 1LBRTHDAT - Date of Birth (dd/mm/yy) — [13:WmB ~ |EC_FLD_EXIT

+ 12:WTKG - Weight {kg)

+ 13:WTIB - Weight (bs)

+ 14HTCM - Height (am) v

Metadata Fields
DFVAR_TYPE ~

DFVAR_PROMPT
DFVAR_UNITS
DFVAR _COMMENT
DFVAR_MODNUM
DFVAR_MODNAME
DFVAR_MODDESC

XXTEST

++ ++++ + + 4

EC_FLD_EXIT

Plate Properties s

6. Click to apply the field selection criteria and close the dialog.

DFdiscover 5.10.0 Acceptance Test Manual Page 91 of 332



@ DFexplore [data_coordinatorexplore.dfdiscover.com] Acceptonce Test Study - List
File  Edit  View  Select Show  Page Field Window  Help

Modules Custom SUBJID  EXREFID EXREFID.EC_FLD_EXIT WTKG WTLB WTLB.EC_FLD_EXIT

[39001,1,2] - 10f7 K] [MissingQC] Response isrequired. 0550 1213 [WeightEquiv] Weight conversion.
2 99002 1234 [MissingQC] Response isrequired. 0746 1645  [WeightEquiv] Weight conversion.
3 99004 997 [MissingQC] Responseisrequired. 0673 1434  [WeightEquiv] Weight conversion.
003 - Medical History 4 90007 1453 [MissingQC] Response isrequired. 0779 1718 [WeightEquiv] Weight conversion.
004~ Current Medications 5 9908 8522  [MissingQC] Response isrequired. 0975 215.0 [WeightEquiv] Weight conversion.
005 - Monthly Follow-up Form
e ey 5 o000 3285  [MissingQC] Response is requiredt 2150 [WeightEquiv] Weight conversion.
007 - Study Termination 7 00 254  [MissingQC] Response isrequired. 1211 2670 [WeightEquiv] Weight conversion.
008 - Medication Log
009 - Adverse Event Report
010 - Death Report
011 - Weekly Patient Diary
020- Date Log
021 - Lab Results <
metdte - Quey Reports ERRRERORRIT TP LLMEdTLIttiln
metadsta - Reasons
DataFax 2254 Plate 1002 Sequence 1001

metadata - Queries

et i e ol Entry Date [s]
F ML day  month year

PATIENT ENTRY FORM
Randomization

Provided the patient meets all eligibility criteria, call the randomization hot line ((805) 999-8888) for this patient's
random medlcation code number.

Medication Code #:

Give the palient pne bottle of study medication from the medication kit with this code number.

Medical Examination

Date of Birth

day month year

7. Select

> [Export Data| to save the data to a local file. In the dialog, set:

o Format = Excel

o Check (enable) Include header as the first record in output file.
8. Click B next to Output File. Choose a directory in the file selection dialog, enter module5_data.xIsx as the filename, and click
file and close the dialog.
@ DFexplore - Export Data ? X
Plate: 002 - Patient Entry Form

Format @ Excel O csv (O I delimited

Incude header as the first record in output file

Output File |C:ﬂJsarsfPuhhc;’mﬂdule5_data.xlsx|

Open output file after export Advanced...

Save Cancel

DFexplore Database Definition Report exporting

1. Select

2. Double-click DFdiscover Reports > Study Setup > Database Definition.

3. Click [Run.

DFdiscover 5.10.0 Acceptance Test Manual
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@ DFexplore [dats_mansger@explore dfdiscover.com] Acceptance Test Study - Reports - O X

File Edit View Select Window  Help

S8 DFdiscover Reports Name | Database Definition ]
Study Tracking Options | Clear Options T
Site Tracking Specify

Subject Tracking
Subject Scheduling

Query Reporting Run Explain CoseReport | [©] (@]  [53] Database Definition

<

Study Setup
Database Definition 8 x
Site Definition

Databasz Defintion Database Definition
Database Status Acceptancs Tast Study 2024-10-22 at 08:06:30 (UTC-04:00)

Query and Data Trending
Tabular Listing

Task Listing Plate Layout = Options
Legacy Reports 1 - Blood Pressure Screening Visits
Other DFdiscover Reports
) study Reports
(5 History -
DFdiscover Reports

4. Select [File] > [Save Output as] > [Excel].

5. Click B next to Output File. Choose a directory in the file selection dialog, enter module5_definitions.xIsx as the filename and click . Check (enable) Open
output file after export and click [Save].

End Module 5. Custom Properties

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click to confirm successful completion of Module 5. Custom Properties.
Module 6. Subject Alias

Tests & Requirements

1. Importing and Modifying Subject Alias Map using DFsetup.
2. Subject Alias Tracking (Reports).
3. Exporting Subject Alias data.

Estimate of Time Required: 20 Minutes

Begin Module 6. Subject Alias

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click [6. Subject Alias] followed by to begin this module.

3. Click [Send Subject Alias Map] to email a copy of subject_alias_map.csv to data_manager. Clicking more than once will result in multiple files arriving to your email
inbox.

NOTE: Save the subject_alias_map.csv file received via email to your local computer. This file is required to complete the remainder of this module. Refer to
“Creating user accounts and assigning study permissions.” as a valid email address is required for data_manager to receive the module specific files.

1. This module requires user data_manager to have exclusive access to the 254 Acceptance Test Study database, the Control Panel must be closed. Click .

Importing and Modifying Subject Alias Map using DFsetup

1. Start DFsetup, login as user data_manager and choose 254 Acceptance Test Study as described in “How to start DFsetup”.

2. Choose Exclusive Access and click . Exclusive Access allows you to edit the Subject Alias Map.

DFdiscover 5.10.0 Acceptance Test Manual Page 93 of 332



DFsetup - Access mode ? x

Select Access mode:
() Developer Access
Use this mode to manage development & production study links.
Blocks setup and configuration operations by other users,
Blocks all data entry operations.
(®) Exclusive Access
Use this mode to create and assign modules and fields to plates.
Allows AddfAssign/Delete/Re-order modules and fields.
Allows editing of the Subject Alias Map.
Blocks all data entry operations.
() Normal Access
Use this mode to modify plate, style, module and field properties.
These operations can be performed by only one user at a time.
() configuration Files

Use this mode to Add/Modify sites, visit map, etc.
Subject Alias Map is wview only.
Each file can be modified by only one user at a time.

() view Only

Use this mode to view setup components currently in use.
Allows view and print operations only.

Cancel

3. Select

> [Subject Alias Map|.

DFsetup - Subject Alias Map - Acceptance Test Study - O X

View | Subject Alias Map e

Subject Alias

I

Import Export Search: l:l Revert Save Done

4. Click From the file selection dialog, locate the previously saved subject_alias_map.csv file.

DFsetup - Subject Alias Map Import X
<« v 4 <« imagedata on client » atkstates » wval234_states » inputs v O Search inputs »
Organize = Mew folder | o

_J 3D Objects Ca) MName - Date modified Type Size

I Desktop B subject_alias_map 2/5/2021 401 PM  Microsoft Excel C., 1KB

== Desktop on clier

Documents
Downloads
imagedata on cl
Music

Pictures

Videos

Local Disk (C:)

=% Packages (\\b52
== Shared Folders (' v

=

FENYH &F

File name: | subject_alias_map v‘ map file(*.bd;".csv;".dat) i

5. Select the file, click
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*- DFsetup - Subject Alias Map - Acceptance Test Study - O X

View | Subject Alias Map e
Subject Alias @
99001 5254-09-3001
59002 5254-08-9003
G000 5254-05-3004
99005 5254-09-9003
S9006 5254-08-2006-@ANK
99007 5254-09-9007-@KFC
99008 $254-09-9008
99010 5254-09-9010
99012 5254-08-9012
55014 5254-03-3014
99015 5254-09-9013
99016 5254-03-9016
99017 5254-09-9017
v

Import Export Search: l:l Revert Save Done

NOTE: Clicking triggers the initial import of the Subject Alias Map to be logged in DFsubjectaliasmap.log which leads to the output produced in “Subject

6. Modify the following Alias definitions:
o 99002 from S254-09-9003 to S254-09-9002
o 99006 from S254-09-9006-@ANK to S254-09-9006
o 99007 from S254-09-9007-@KFC to S254-09-9007

* DFsetup - Subject Alias Map - Acceptance Test Study - O *
View | Subject Alias Map ~
Subject Alias ~
59001 §254-05-3001
99002 5254-09-9002
S9004 5254-05-3004
59005 §254-09-3005
S9006 5254-09-9006
=]
99008 5254-09-3008
99010 §254-00-9010
990712 5254-09-9012
59014 5254-08-3014
99015 §254-09-9015
99016 5254-09-9016
99017 5254-08-3017

Import Export Search: l:l Revert Save Done

7. Click then to apply the modifications to the Subject Alias Map.
8. Select > to close DFsetup.

Creating Subjects using Subject Alias

1. Start DFexplore, login as user data_manager and choose 254 Acceptance Test Study as described in “How to start DFexplore”.

2. Double-click Site 99 - Hospital #99 to open the list of available subjects.
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(3] plore [data_r tance Test Study - All Records - o X
File Edt View Select Show Subject Vist Plate Field Window Help

Em

2% Site 0 - DFnet (Error Monitor)
22 site 10- Hospital #1

22 site 20 - Hosptal 22
2osite 8 - Hosptal 299

0.2 90001

99002

12 99003
2 90004
12 99005

Sitch to st View

= SE

Reason for Data Value

[l

ssing vae = [

3. Select > [Preferences]. Check (enable) Use subject alias. Click [OK]. The Subject ID list now displays the Subject Alias Mapping as defined in DFsetup.

(3] plore [data_r tance Test Study - All Records - o X

Fie Edit View Select Show Subject Vist Plate Field Window Help

2% Site 0 - DFnet (Error Monitor)
22 site 10- Hospital #1
22 site 20 - Hosptal 22
2osite 98 - Hosptal 299
12 s25+-09-9001
5254-09-9002
12 99003
1.2 5254-09-9004
1.2, 5254-09-9006
0.2 s254-09-9007
1.2, 5254-09-9008
12 59009

12 s254-09-5010

Sitch to st View

- SE

Reason for Data Value

-

ssing vae = [

4. Click Site 99 - Hospital #99 > S254-09-9008 > 1: Baseline > 21: Lab Results to make it the active page.
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@ DFexplore data_manageresploredfdiscover.com Acceptance Test Study - AllRecords - o x
Fle Edt View Select Show Subject Vst Plte Fild Window Help

5254-09-3008 - 5of 20
21: Lab Results

2% Site 0 - DFnet (Error Mornitor)

Site 10 - Hospital #1 Patient Number $254-09-9008

22 site 20 - Hospital 22
S%site 99 - Hospital =
&% site 99- Hospital $99 Patient Initals
2, s254-00-9001
5254-09-9002 EEE s 27-SEP-2018
59003
05000 Wit tlood el =
$254-09-9006 @ senoRvAL O NoRvAL

12 s254-08.5007
O cinicaly sgniiant

0: Screening Visits Red Blood Cell -
O ABNORMAL @ noRMAL
2:Form2
3:Fom3 O cinicaly signiicant

Shitch to st Vie

Query| <

Reason for Data Value

m[1—1] 1

5. Select [Subject] > [New Subject]. Set:

o Subject Alias = S254-09-9011
o Confirm Alias = S254-09-9011

Click [OK].

@) DFexplore - New Subject ? X

Specify the subject alias for Site 99 - Hospital #99

Subject s [5254-02-9011 |

Confirm Allas  [5254-03-9011 |

Cancel

6. The message This subject alias does not exist is displayed. Click to dismiss the New Subject dialog.
@) DFexplore - New Subject ? *

Specify the subject alias for Site 99 - Hospital #39

Subject Alas  [5254-09-9011] |

Confirm Alias | |

This subject alias does not exist.

oK Cancel

NOTE:AIl Subject Alias definitions are required to be defined within DFsetup. Users are unable to add new Subject Alias definitions within DFexplore.

7. Double-click S254-09-9012 then entry for 0 : Screening Visits to display the list of pages belonging to the visit. Page 1 : Form 1 becomes the active page. The data
window redraws with the plate background and related data entry fields.
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11.

12.

@ DFeplore [dsta_mansger@esplre ddiscovercom] Acceptance Test Sy - Al Records

File Edit View Select Show Subj
5254-09.3012- 10f 20

2% Site 0 - DFnet (Error Monitor)
22 site 10- Hospital #1
22 site 20 - Hospital 22
&5site 9 - Hospital 299
2, s254-00-9001
5254-09-9002
1.2 00003
1.2 5254-09-9004
1.2 5254-09-9005
.2 s254-00-9007
1.2, 5254-09-9008
& 99009
1.2 5254-09-9010
o011

onth Follow-up

Sitch to st View

Query| - +

Reason for Data Value

- o x
ject Vst Plate Field Window Help
. DataFax #254 Plate #00 1 Visit#000
Patient Patient
Number [$254-09-9012 e L]
FmoL
BLOOD PRESSURE SCREENING VISITS
Age D years Sex O Male Race O Caucasian
O Female O African American
O Asian
O omenspet ]
systolic diastolic
Screent:  Date reasingt: | 1 kg
day  month  year
S I [y | B R
) I [y | B Qo
systoiic diastolic
Soraon2:  Date roagrgt: ) [1 g
day  month  year
S Ry | B R
reaangs: ] [
Eligibility Criteria Yes  No
1. Age 1679 years old. cl) °
2. Male, or iffemale, not pregnant and using a reiable contracepiive method. ©
[E—
3. Taking blood pressure medication. o o
1
4. Major surgery or oiher medical emergency in the past 6 months. o o
—_—
5. Patient has signed informed consent and agrees fo return for monthly o o
fallow-up visis. |
6. _Systolic blood pressure 160-200 mmHg or Diastolic blood pressure a a v
o1 [so]

™ —

o Age = 44
o Sex = Female

o Race = African

Fist 2 boxes = center number

. Beginning with the Age field set the following values:

American

o Screen 1 = 26/04/20

@ DFexplore [data_manager@explore dfdiscover.com] Acceptance Test Study - All Records
File Edit View Select Show Subject Visit Plste  Field Window Help

5254-09-9012- 10f 20

. Click anywhere on the plate background - this moves the mouse and keyboard focus to the data window.

. Beginning at the Patient Number field, press to advance to the Patient Initials. Enter the initials TVM Press to advance to the Age field.

[1.&, 5254-09-0004
[1&, 5254-09-9006
{&, s254-09-9007
1.8, 5254-09-9008
1 29009

12, 5254-09-9010

Screening Visits

1: Baseline

21: 1 Menth Follow

Month Foll

Month Follow-up
24: 4 Month Follow-up

. RERRRRRRLLLTTT]
#001

DataFax #254 Plate

patient Patient
Numbor [5254-00-0012 nitials
F

Aqe

years Sex O Male
® Female

Screen 1:
day  month  year

Switch to List View

Query; v +

Screen 2:  Date __/ /

dsy  month  year

Reason for Data Value

Visit #000

ML
BLOOD PRESSURE SCREENING VISITS

Race O Caucasian

® African American

O asian
O omespecty ]
systolic diastolic

roadngt: L1 AL g
reaangz L (L] g
Reading 3: l:' II l:' mmHg

systolic diastolic

Reading 1: l:' / l:' mmhg
Reading 2: l:l / l:l mmHg

it Reading 3: C 1 /] mmHg

Eligibility Criteria

Yes No

e

As outstanding required data fields exist on the page it must be saved to the database with a status of Incomplete. Click Incomplete|.

Select [View] > [L

DFdiscover 5.10.0

. Select 001 - Blood Pressure Screening Visits.

Legal values are: 01/01/30-today

Acceptance Test Manual
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@ DFexplore [data_manager@explore. dfdiscover.com] Acceptance Test Study - List - o x
File Edit View Select Show Page Fid Window  Help
Modues Custom DFSTATUS DFVALID ~DFRASTER  DFSTUDY DFPLATE DFSEQ  SUBND  PINIT AGE SEX RACE RACEOTH SDAT  SBP1 DBPT S
[525403-9001,0,1] - Lof 8 0915/000T001 254 g 0 5254-09-9001 ABC 60 2 1 03/03/97 170 0% 17
[001 - Biood Pressi 1449/0008002 254 1 §254-09-9002 AM 64 2 1 04/01/97 168 096 17]
002 - Patient Entry Form 31 3 0915R000S001 254 1 0 99003 wz & 1 1 07/01/87 15 104 14
003 - Medical History 41 3 0915/000V001 254 1 0 $254-00-904 TRB 70 1 3 01/06/97 172 099 17
004 - Current Medications 501 1 1449R0009001 254 1 0 5250009007 KFC 65 1 1 2/0497 10 0% 17
005 - Monthly Follow-up Form
N 6 1 1 1B46R0003001 254 1 0 5254-09-9008 DFN 50 1 1 130818 132 085 13
007 - Study Termination 700 1 1846R0006001 254 1 0 99009 ANK 88 2 2 181018 12 06 12
008 - Medication Log E 1 1846R0004001 254 1 0 $254-09-9010 ARX 49 1 1 s 132 087 13
009 - Adverse Event Report o 2 1 2107RO004001 254 1 0 5254-08-9012 TVM 44 2 2 26/04/20
010 - Death Report
011 - Weekly Patient Diary

< >

020 - Date Log

Age yeers Sex [] Male

Female

Screen1;  Date m a

day  month  year

021 - Lab Results
metadts-CuyRepors IR RN IR

metadats - Reasons DataFax #254 Plate #001

i amoer P B 1R T T e
i Rarner PIo] e

Sequence %000

F M L
BLOOD PRESSURE SCREENING VISITS

Race ﬂ Caucasian
[ African American
[ asian
[ other, specify:

systolic Oiastalic
Reading 1: ﬂ / mmHg
Reading 2: / mmHg
/ ——

svetnlic rinstnfic

13. Confirm an entry exists for $254-09-9012.

Subject Alias Tracking (Reports)

1. Select
Subject Alias Map. Click

Subject Alias Map

DFexplore [data_manager@explore.dfdiscover.com] Acceptance Test Study - Reperts -
@ oFexp ger@exp p ty - Rep o x
Fle Edt View Select Window Help
& dFdiscover Reports Name [Subject Alias Map
Study Tracking Options | Clear Options ~
Site Tracking Specify
v Subject Tracking
Histary of Changes
Subject Alias Map Run Explain Close Report | [©)] [2] Subject Alias Map
History of Subject Alias =
5 x

Subject Scheduling

uery Reportin . )
Query Reporting Subject Alias Map
Study Setup Acceptance Test Study
Database Status
d Data Trend
Query and Data Trending Search by Subject ID -
Tabular Listing
Task Listing Subject ID
Legacy Reports
Other DFdiscover Reports 99001
| Study Reports “ 99002
e
(5o History 99004
DFdiscover Reports
o
Study Reports 99005
99006
99007
99008
99010
99012
99014
99015
99016
99017
99018

2024-10-22 at 08:02:09 (UTC-04:00)

= Options  +
Subject Alias
5254-09-8001
5254-09-9002
$254-09-5004
$254-09-5005
$254-09-9006
$254-09-8007
$254-09-9008
$254-09-9010
$254-09-9012
5254-09-9014
5254-09-9015
5254-09-9016
$254-09-5017
$254-09-5018 .

2. Click History of Subject Alias Report then

DFdiscover 5.10.0

Acceptance Test Manual

to switch to Reports View. In the reports list panel, double-click DFdiscover Reports followed by Subject Tracking. Highlight the report

Page 99 of 332



(@ DFexplore [data_manager@explore didiscover.com] Acceptance Test Study - Reports - [m] X
File Edit View Select  Window Help
[ DFdiscover Reports Name | History of Subject Alias
Study Tracking Options | Clear Options ~
Site Tracking Specify
v Subject Tracking
History of Changes
Subject Alias Map Run Explain Close Report | @] [ History of Subject Alias
History of Subject Alias -

) : / Subject Alias Map \V4 History of Subject Alias 8
Suiectisdieduing History of Subject Alias &
Query Reporting
Study Setup i : i

History of Subject Alias 2024-10-22 at 08:03:58 (UTC-04:00)

Database Status Acceptance Test Study

Query and Data Trending

Tabular Listing Search by Date and Time  ~ = Options -

Task Listing

Legacy Reports Date and Time User Name Type Subject ID old Alias New Alias

Other DFdiscover Reports

R 2024-10-22 075818  data_manager  new 99001 $254-09-9001

Study Reports “«

History 2024-10-22 075818  data_manager  new 99002 $254-09-9003

DFdiscover Reports 2024-10-22 075818  data_manager new 99004 $254-09-9004

Study Reports 2024-10-22 075898  data_manager  new 99005 §254-09-9005
2024-10-2207:5818  data_manager new 99006 5254 09-8005

@ANK
2024-10-22 075818  data_manager  new 99007 525470979007
@KFC

2024-10-22 07:68:18 data_manager new 99008 $264-09-9008
2024-10-22 075818  data_manager  new 99010 $254-09-9010
2024-10-2207:58:18  data_manager new 99012 $254-09-9012
2024-10-22 075818  data_manager  new 99014 $254-09-9014
2024-10-22 075818  data_manager  new 99015 $254-09-9015
2024-10-22 075818  data_manager  new 95016 $254-09-9016

Exporting Subject Alias data

1. Select

2. Confirm that 001 - Blood Pressure Screening Visits is still the active plate.

@ DFerplore [dsts_manager@explore, dfdiscover.com] Acceptance Test Study - List - o X
file Edit View Select Show Page Field Window  Help
Modules Custom DFSTATUS DFVALID ~DFRASTER  DFSTUDY DFPLATE DFSEQ  SUBND  PINIT AGE SEX RACE RACEQTH SDAT  SBP1 DBPT i
[5254-09-9001,0,1] - 1of 9 0915/000T001 254 1 o $254-09-9001 ABC 60 2 1 03/03/97 170 096 17
1449/0008002 254 1 525000002 JAM 64 2 1 o4/01/97 168 0% 17
002 - Patient Entry Form 13 1 3 0915R000S001 254 1 0 99003 wz e 1 1 070187 s 104 14
003 - Medical History 41 3 0915/000V001 254 1 0 $254-00-904 TRE 70 1 3 01/06/97 172 089 17]
004 - Current Medications 501 1 1449R0000001 254 1 0 $254-00-9007 KFC 66 1 1 30497 10 096 17
005 - Monthly Follow-up Form
A e s 1 1 1846R0003001 254 1 0 525009008 DFN 50 1 1 130918 132 085 13
007 - Study Termination 71 1 1846R0006001 254 1 0 99009 ANK 88 2 2 181048 112 0% 12
008 - Medication Log 3 1 1 1B46R0004001 254 1 0 254009010 ARX 49 1 1 e 132 0T 13
009 - Adverse Event Report i 2 1 2107R0004001 254 1 0 ssa00-0012 TWM 44 2 2 26/04/20
010 - Death Report
011 - Weekly Patient Diary
020 - DateLog g 2
021 - Lab Results "
ctadet - Query Fepors AR I RN IR RN
metadata - Reasons DataFax #254 Plate 4001 Seauerce 4000
metadata - Queries Patient EE[- Patient
it Vi Narter o o] it [4]B]c
BLOOD PRESSURE SCREENING VISITS
S years lale aucasian
Ag sex [ Mal Race A Cauras:
Femalo [ Asican American
O asian
[ other. speaiy:
systolic diastalic
s o retng: LT/ BB 161 o
day
Readnga: [1] 701/ i
Reading 3. n / mmkig
sveniin dinstofin ©
o + ( >
3. Select > |[Export Data|.

>

In Export Data dialog set:
o Format = Excel
o Check (Enable) Include header as the first record in the output file.

o Check (enable) Open output file after export

o

Click Output File B In the file selection dialog, choose a directory in which to save the Excel file. Once a directory has been chosen, append the file name
module6_dataexport.xIsx to the directory name. Click
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@ DFexplore - Export Data

Plate: 001 - Blood Pressure Screening Yisits

@ Excal O csv

Include header as the first record in output file

Format O [ delimited

Output File |C:|U5arslPub\iclmodulerdataexport‘)dsx

Open output file after expart

Advanced...

Save

6. After saving, the file module6_dataexport.xlsx opens. The SUBJID displays the Subject Aliases.

AutoSave

module6_dataexport

Cancel

£ Search

Fle  Home Insert Draw  Pagelajout  Formulas  Data  Review  View  Add-ns  Help  Team 1% Share T Comments
égc“‘ Calibri 2 L AA 22 Wrap Text General - Ji==) % Normal Bad Good BB TR | Z e - b /O g
[ Copy ~ = ~ Fill
Paste &= Conditional Format as Expl Insert Delete Format Som& Find& | ldeas
Bl:u- |- |o-A- = .9 <0 o Calculation | [[SIERTAeT) Explanatory ... 5
~ < Format Painter vl = Merge & Center $ %0 W Formatting~ Table~ = & Clearv Filter~ Select ~
Clipboard ] Font 5 Alignment ] Number ) Styles cells Edting Ideas ~
Al v F || DFSTATUS v
B c D 3 F G H 1 J K L M N o [ -
DFVALID DFRASTER DFSTUDY DFPLATE DFSEQ SUBJID PINIT AGE SEX RACE RACEOTH SDAT SBP1 DBP1 SBP2
final Level 1 0915/000T001 254 1 0 $254-09-9001 ABC 60 female caucasian 2450510 170 % 170 98
al
final Level 4 1449/0008002 254 1 0 5254-09-9002 1AM 64 female caucasian 2450452 168 % 170 98
3
final Level 3 0915R0005001 254 1 0 93003 XVZ 65 male caucasian 2450455 145 104 146 1
4
final Level 3 0915/000V001 254 1 0 $254-09-9004 TRB 70 male asian 2450600 172 99 173 99
5
final Level 1 1449R0009001 254 1 0 $254-09-9007  KFC 66 male caucasian 2450561 170 % 172 98
6
final Level 1 1846R0003001 254 1 0 $254-09-9008 DFN 50 male caucasian 2458374 132 85 137 89
7
inal Level 1 1846R0006001 254 1 0 99009 ANK 68 female african american 2458409 112 % 125 87
£
final Level 1 1846R0004001 254 1 0 5$254-09-9010 ARX 49 male caucasian 2458433 132 87 130 87
2]
incomplete  Level 1 2020R0002001 254 1 0 $254-09-9012 TUM a1 female african american 2458965
10|
1|
12|
13
24|
B|
16 |
17|
18|
19|
20| -
Plate 1 ® £l »
i @ = I + 100%

7. Return to DFexplore. Select

Szl

8. Create a task record set by selecting [Select] > [By Data Fields]. Set:

o Mode = View

o Plate = 21
@ DFexplore - Select by Data Fields ? *
Mode View ~
Save Level 1-Level 1 [ Enable edit checks
Search ® Data O Query () Reason () By program
Status [ Firal [ incomplete [] pending [ Missed
Site \
Subject ‘ |
Wisit
Plate 24
Level ‘
Creation ‘
Modification ‘ |
Pattern ‘ |
Expression ‘ |
Build Set Clear Cancel

9. Click then

DFdiscover 5.10.0

Acceptance Test Manual

Page 101 of 332



@ DFexplore data managereloredfdiscovercom] Acceptance Tes Stucy - Tsk By Data Fieds - o x
Fle Edt View Select Show Subject Vist Plte Fild Window Help

5254-09-5008 - 1of 1 task records

21: Lab Results

——

v 18 s254-05-008
S Patient Number 5254-09-9008
[ ORI | ot =0
02 99000
5254-09-9010 EEE s 27-SEP-2018
White Blood Cell &=
@ senoRMAL O NoRvAL

O cinicaly sgifcant

Red Blood Cell -

O agnoRMAL @ norvaL

O cinicaly sgnificant

Hemoglobin 85 ]s« ;

Show AllRecords for This Subject

) .
e —

m[1—+1] 1
e | || =

10. Select > [Save as PDF|.

11. In the Selection Criteria panel,
o Select (enable) Data and images followed by current task set
In the Save Options panel,
o Check (enable) Data records and expand text fields for plates

o Check (enable) Apply field color for completed plates

@ DFexplore - Save as PDF ? x

Selection Critera
O Blank CRF books

(® Data and images
O current plate O current visit
O current subject O all open visits
@ current task set

Save Options

[ Blank plates

Data records

expand text fields for plates |
[ data + primary image (side by side)

[ 1mages

Apply field color for completed plates

Qutput File

[ Bookmarked PDF

Cancel

12. Click Output File E] In the file selection dialog, choose a directory in which to save the PDF. Once a directory has been chosen, append the file name
subjectalias.pdf to the directory name. Click

13. Complete the specification by clicking . There will be a busy pause while the PDF of completed data pages and their primary images is created.
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@ DFexplore - Save as PDF ? X

Selection Criteria
O Blank CRF books
current subject subject

visits visit

o ow

ubject id print visit numbers nclude optional [] visits plates

(® Data and images
O current plate O current visit
O current subject ) all open visits
@® current task set

Save Options

[ Blank plates

Data records

expand text fields for plates |
[] data + primary image (side by side)

[ 1mages

Apply field color for completed plates
Output File

‘C:JUsersquhI\cjsumemlias.ndﬂ
[ Bookmarked PDF

Save Cancel

14. Locate and open the previously saved subjectalias.pdf file. Confirm the Patient Number fields within the PDF are identical to that shown in DFexplore Data View.
15. Select > [Preferences]. Uncheck (disable) Use subject alias. Click [OK].
16. Select > to close DFexplore.

End Module 6. Subject Alias

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click to confirm successful completion of Module 6. Subject Alias.
Module 7. EDC Data Entry

Tests & Requirements

1. Login to DFexplore and the Acceptance Test Study and confirm the list of sites, subjects and assessments in the record list window.
2. Enter and save new data using EDC data entry for Subject 99007.

. Add reasons to explain entered data values.

. Enter and save Plate 3, Subject 99007 as a pending record.

. Mark and save unavailable data as missed. Unmark available data as missed.

o o A~ W

. Retrieve and modify existing data using a predefined task and save modifications to the database.
7. Confirm audit trail information for entered and modified data.

Estimate of Time Required: 20 minutes

Begin Module 7. EDC Data Entry

Every module uses DFATK and must be run as datafax.
1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click [7. EDC Data Entry] followed by [Begin] to begin this module.

3. Click [Send ID 99007|to email a copy of ID99007_module7.pdf to site_monitor. Clicking more than once will result in multiple pages arriving to your email inbox.

NOTE: Refer to “Creating user accounts and assigning study permissions.” as a valid email address is required for site_monitor to receive the module specific PDF
files.

Wait 2-3 minutes prior to proceeding to DFexplore.

Login to DFexplore and inspect the list of sites, subjects and visits in the record list window

1. Start DFexplore, login as site_monitor and choose 254 Acceptance Test Study as described in “How to start DFexplore”

DFdiscover 5.10.0 Acceptance Test Manual Page 103 of 332



4.

5.

2. Confirm that only Site 99 - Hospital #99 is available.

@ DFexplore [site_monitor@explore.dfdiscover.com] Acceptance Test Study - All Records

Fie Edit View Selet Show Subject Vist Plate Field Window Help

& 99001

2, 99003

[Sosess topams |

Sitch to List View

Query| <

Reason for Data Value

@ DFexplore [site_monitor@explore. dfdiscover.

Fie Edit View Select Show Subject Vist Plate Field Window Help

99001 - 15 records

com] Acceptan:

ce Test Study - All Records

- o

. Double-click entry for Subject 99001 to select and open the subject binder. A list of available visits is displayed.

X

2:%ite 99 - Hospital £99
v & 99001
0: Screes

{901 Basel

2111 Month Follow-up

233 Month Follow-up
24: 4 Menth Follow-up
30 : Study Termination

Sitch to Lst View

Query| <

Reason for Data Value

Double-click entry for the highlighted 1 : Baseline visit to display the list of pages belonging to the visit.

Close the subject binder for Subject 99001 by double-clicking Site 99 - Hospital #99 in the record list panel.

o Mode = Validate

o Save level =1 - Level 1

o Check Enable edit checks

Click [OK|.

DFdiscover 5.10.0

Acceptance Test Manual

Enter and save new data using EDC data entry for Subject 99007

1. Using the paper CRFs that were printed or emailed at the beginning of this module (Step 2). Select [Select] > [Change Mode & Level to set the working mode and data
entry level. In the dialog, set:
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@ DFexplore - Change Mode & Level 2 X

Mode Validate >
Save level | 1-Level 1 ~ Enable edit checks

Cancal

2. Double-click Site 99 - Hospital #99 entry

@ DFeplore[sit_moritor@explor dfizcover.com] Acceptance TestStudy - AllRecords

Fie Edit View Select Show Subject Vit Plate Field Window Help

in the record list panel. Double-click Subject 99007.

Em-mens

[EE— -

&, 99001
12 99003

Screening Visits
1: Baseline

21:1 Month Follow-up

22.:2 Month Follow-up
233 Month Follow-up
24:4Month Follow-up
30+ Study Termination
40: Death Report
201 Diary Week01

51 : Medication Log Page 1

11: Adverse Event 1 Page 1

Sitch to List View

Query ¥ 5]

Reason for Data Value.

B[ |

3. Double-click the 0 : Screening Visits entry to display all pages belonging to the visit.

@ OFesplore st meritor@explorediscover com] Aceeptance Test Study - Al Records

Fie Edit View Select Show Subject Vit Plate Field Window Help

Eo- [0 TRI111
- DataFax #254

2559 Hospiol 99
1 99001

(& 99004

99005
1.2 99006

age L yoars

1: Baseline
2111 Month Follow-up
22 :2 Month Follow-up

Month Follow-up

Month Follow-up day

30 Study Termination
40: Death Report
201 Diary Week 01

51 : Medication Log Page 1

11: Adverse Event 1 Page 1

v day

Sitch to Lst View

Quen v [E+]

follow-up visits

Patient Patient
12 99003 Number [ 9 9 0 0 7 Initials
F

Seront: Date [ L/ ] [ N By | Ry

soroonz: Dot (L1 reaangt: L1 AL g

Eligibility Criteria Yes Mo
1. Age 1679 years old. cl) o
2. Male, or If female, not pregnant and using a rellable contraceptive method, ©
Reason for Data Value —_—
3. Taking blood pressure medication. o o
1
4. Major surgery or other medieal emergency in the past 6 months. ° o
—_—
5. Pailent has signed informed consent and agrees {o return for monthly ° °

RELeirrrrrrn el
Plate #001 Visit #3000

ML
BLOOD PRESSURE SCREENING VISITS

Sex O Male Race O Caucasian
O Female O African American
O Asian
Oonerspeats ]
systolic diastolic

month  year

roaongz 1 /] g
[ N Ry N Ry

systolic diastolic

month  year

reaangz 1 AT g
Readng3: | /] mmHg

4. 1 : Form 1 becomes the active page. The data window redraws with the plate background and related data entry fields.
5. Click anywhere on the plate background - this moves the mouse and keyboard focus to the data window.

6. Beginning at the Patient Number field, press to advance to the Patient Initials. Enter the initials as they appear on the printed CRF. Press

the next field.

DFdiscover 5.10.0

o endeg [l

First 2boxes = center number

Acceptance Test Manual

to advance to
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@ OFesplore st meritor@explorediscover com] Aceeptance Test Study - Al Records

Fle Edit View Select Show  Subject
99007 - 10f 15

2site 99 - Hospital 290 s
&, 99001
12 53002
(& 99004

99005
1.2 99006

Visits

creening

1: Baseline

2111 Month Follow-up

4Month Follow-up
Study Termination
Death Report

201 Diary Week 01

51 : Medication Log Page 1

1: Adverse Event 1 Page 1

Sitch to List View

Quen v [E+]

Reason for Data Value

Visit

Plate Field Window Help

AR R AR IR
DataFax #254 Plate #001 Visit #3000
Romber [0 000 7] e e ]

BLOOD PRESSURE SCREENING VISITS

L

s L] jeas  Sox O wae Race O Caucasian
O Female O African American
O Asian
Oomenseas |
systolic diastolic

Seront: Date [ L/ ] reasng: | AL g
day  month  year

reaangz | /] g

reasngs || AL g

systolic diastolic

soroonz: Dot (L1 reasng: ] /]

mmHg
day  month  year

reaangz 1 A g
Readng3: | /] mmHg

Eligibility Criteria Yes Mo
1. Age 1679 years old. cl) o

2. Male, or If female, not pregnant and using a rellable contraceptive method, ©
—_

3. Taking blood pressure medication. o o
1

4. Major surgery or other medieal emergency in the past 6 months. ° o
—_—

5. Pailent has signed informed consent and agrees {o return for monthly ° °

Tollow-up visits. .y .

o o

Legal values are: 1660

7. Continuing from the Age field, press to advance through the fields individually. Enter all remaining data as it appears on the printed CRF. Although leading zeros

may not always appear on the paper CRF, be sure to enter leading zeros where necessary. After entering the Eligibility Criteria #6, press

buttons active.

@ DFeplore[sit_moritor@explor dfizcover.com] Acceptance TestStudy - AllRecords - o x

Fle Edit View Select Show  Subject

Visit

Plate Field Window Help

99007 - 10f 15

m

28559 Hospiel 9 -

&, 99001
12 53002
12 99004

93005
1.2 99006

1: Baseline

21:1Month Follow-up

2 Month Follow-up

lonth Follow-up
244 Month Follow-up

Study Termination

40 : Death Report
207 Diary Week 01

51 : Mediication Log Page 1

1: Adverse Event 1 Page 1

Sitch to Lst View

Quen v [E

Reason for Data Value

O Other, specify: i

systolic diastolic

/ by
Reading 2: / mmHg
Reading 3: / mmHg

systolic diastolic

Soroonz:  Date 25/04/16 ] roaang 1 80 ] J096T] g
day  month  year

P R—

PJ —

Screen1:  Date [23/04/16 Reading 1:

day  month  year

Reading 2:

Reading 3

Eligibility Criteria Yes No
1. Age 1679 years oid. 7 °
2. Male, or Iffemale, not pregnant and using a reliabie contiacepiive method. ©

[ S

3. Taking blood pressure medication. © e

1

4. Major surgery or other medical emergency in the past 6 months. o ®

—_—

5. Patient has signed informed consent and agrees 10 return for monthly ® o
follow-up visits. \

6. Systolic blood pressure 160-200 mmHg or Diastolic blood pressure ® o

95105 mmHg on Reading 3 at both Screen 1 and Screen 2.

Patient is Eligible

Once Completed, Please Fax This Form to ().
11 November 2014

vio—1] Final Incomplete Pending

8. As no data problems exist on the entered page, the page can be saved to the database with a Final status. Click

Add reasons to explain entered data values

1. To open a new visit for Subject 99007, double-click the entry labeled 1 : Baseline in the record list panel.

DFdiscover 5.10.0

Acceptance Test Manual

b| to make the save

Page 106 of 332



@ OFesplore st mentoresplore ddiscover.com] Acce

Fle Edit View Select Show  Subject  Visit

tance Test Study - All Records.

Plate Field Window Help

99007 - 20f 15

2559 Hospiol 99 -

82 99001
12 99003
B2 99004
99005
1.2 99006
v 12 99007
v |90: Screening Visits:
T:Form 1

v 1: Baseline

3:Form3
4:Formd,Pg 1
211 Month Follow-up

Month Follow-up

233 Month Follow-up
24:4Month Follow-up
30+ Study Termination
40: Death Report
201 Diary Week01

Sitch to List View

Query| v +

Reason for Data Value

ARRRRRRLLLLEr e rrrrrn
DataFax #254 Plate #002 Visit #001
Rmner (9900 7] e entryoato [/ /|

ML day  month  year
PATIENT ENTRY FORM
Randomization

Provided the patient meets all eligibility criteria, call the randormization hot line ((905) 999-8888) for this patient's
random medication code number.

Medication Code#: ||

Give the patient ene botle of study medication from the medication kit with this cade number.

Medical Examination

Date of Birtn

day  month  year

wogrt | kg e L] e
vog ] e L
puse | beats/mintite
Smoking Status O Never smoked Exercise” O None, or <1 time/week
O Exsmoker O 12 times/week
O Smokes cigarettes O 3.4 times/week
O smokes pipelcigars O >4 times/week
* aerobic exercise for at least 20 minutes
Date of First Stucy Follow-up Visit (1 month + 3 days) .

2. Click anywhere on the plate background - this moves the mouse and keyboard focus to the data window.

3. With Patient Number as the active field, attempt to edit the pre-filled value, note that this is not possible. Press

oes Penies o

First 2boxes = center number

to advance to Patient Initials. The SetInit edit

check executes upon entry to the field. If the initials are available on the 1 : Form 1 (previously entered), they are brought forward and populate the Patient Initials

field.

@ oFeplore [ste monitor@eplore.ddiscover.com] ATK - AllRecords

File Edit View Select Show Subject Visit Plate  Field Window Help

99007 - 2 of 15

2% Site 99 - Hospital #59
12 99001
2, 99003
12 99004
90005
1.2 99006
v 2 90007

 Screening Visits
1 Form 1

~ 1 : Basel

4:Form4,Pg1
21 : 1 Month Follow-up
22 : 2 Month F p
23 : 3 Month Follow-up
24 : 4 Month Follow-up
30 : Study Termination

40 : Death Report
Switch to List View

Query| Y El+

Reason for Data Value *|—

Reason: Set by edit check Setinit
Status: Approved

Created: site_monitor 2025-09-24 14:52:11
UTC-04:00

Reviewed: site_monitor 2025-09-24
14:52:11 UTC-04:00

BRRRRRnRtLrrnrrrrerrrrrrrrn
DataFax #254 Plate #002 Visit #001
Nember | 90007 e (5] Entry Date
=

ML y  month  year
PATIENT ENTRY FORM

Randomization

Provided the patient meets all eligibility criteria, call the randomization hot line ((305) 999-8888) for this patient's
random medication code number.

Medication Gode#: ||

Give the patient one botile of study medication from the medication kit with this code number.

Medical Examination

Date of Birtn

day  month  year

wogt 1 kg e ] e
g ] am o ]
Pulse I:l beats/minute

Smoking Status O Never smoked Exercise® O None, or <1 time/week
O Ex-smoker O 1.2 tmes/week
O Smokes eigarettes O 3.4 times/wesk
O smokes pipefcigars O >4 times/week

* aerobic exercise for at least 20 minutes

nlo--1

Enter a dash for missing initals, e.g. M-T

4. Press to advance through each field and enter the data as it appears on the printed CRF, up to and including Weight (Ibs). Press to exit the Weight (Ibs)
field and execute the WeightEquiv edit check. The WeightEquiv edit check calculates and enters the equivalent value in the blank Weight (kg) field.

NOTE: Ensure the Date of Birth is entered using the dd/mm/yyyy format.

DFdiscover 5.10.0
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99007 - 2 of 15

2% site 99 - Hospital #99
12, 99001
12, 00003
&, 00004
90005
1.2, 00006
v 2 00007

~ 0 : Screening Visits
1: Form 1

~ 1 : Baseline

3:Form3
4 : Form 4, Pg 1

21 : 1 Month Follow-up

22 : 2 Month Foll

23 : 3 Month Follow-
24 : 4 Month Follow-up
30 : Study Termination v

Switch to List View

Query v +

Reason for Data Value +

File  Edit View Select Show  Subject  Visit

@ DFexplore [site_monitor@explore dfdiscover.com] Acceptance Test Study - All Records

Plate  Field  Window  Help

Pati Patit
Namber (99007 Tntiate Entry Dato 25/04/16
M day

— —
DataFax #254 Plate #002 Visit #001

£ L month  year

PATIENT ENTRY FORM

Randomization

Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) for this patient's
random medication code number.

Medication Code #:

Give the patient gne bottle of study medication from the medieation kit with this code number.

Medical Examination

Date of Birth [11/04/1950
d

ay  month  year

wegnt 0779 | 4g o es
e I e I
Pulse I:l beats/minute

Smoking Status O Never smoked Exercise* O None, or <1 time/week
O Er-smoker O 1.2 times/eek
O Smokes cigarottes O 34 timesiweok
O Smokes pipefcigars O >4 times/week

* aerobic exercise for at least 20 minutes

V[0=-1]

Legal values are; 150-250

5. The HeightEquiv edit check is similar to the WeightEquiv edit check. If only one of the two height values are entered, the edit check calculates and enters the
equivalent value for the blank field. Press to exit the Height (in) field and enter the value as it appears on the printed CRF (including leading zeros). Press to

exit the field.

99007 - 2 of 15

2% site 99 - Hospital #99
1.2, 09001
12, 00003
&, 00004
90005
1.2, 00006
v 2 00007

0 : Screening Visits

~ 1: Bas:

Form 3
4:Form4, Pg1
21 : 1 Month Follow-up
22 : 2 Month Follow-
23 : 3 Month Foll

24 : 4 Month Follow-

30 : Study Termination

File  Edit View Select Show  Subject

Visit

@ DFexplore [site_monitor@explore dfdiscover.com] Acceptance Test Study - All Records

Plate  Field Window  Help

40 : Death Report v
Switch to List
Query v W
Reason for Data Value =

Patient Patient
Namber (99 00 7 Tntiste Entry Date [29/04/16
day

= =
fARRnRnRiLirrrermrrrrrrrrrn
DataFax #254 Plate #002 Visit #001

FoMoL month  year

PATIENT ENTRY FORM

Randomization

Provided the patient meets all eligibilty criteria, call the randomization hot line ((905) 999-8888) for this patient's
random medication code number.

Medication Code #:

Give the patient one bottle of study medication from the medication kit with this code number.

Medical Examination

Date of Birth [11/04/1950

day  month  year

wegnt 0779 | ug or s
Heigrt e in
Pulse |I:| beats/minute

Smoking Status O Never smoked Exercise O None, or <1 time/week
O Ex-smoker O 1.2 times/week
O Smokes cigarettes O 3.4 times/week
O Smokes pine/cigars O >4 times/week

* aerobic exercise for at least 20 minutes

ml0=>1]

Legal values are: 30-00

6. Enter the value of the Pulse field as it appears on the printed CRF. Press to advance to the Smoking Status field.

7. Select - [Add Reason For Data Valug] or click * in the Reason for Data Value window. In the resulting dialog, choose Approved from the pull-down list.

8. Enter the text Smoking Status data will be provided once contact has been made with the patient. for the Reason property. Click

Exercise field.

DFdiscover 5.10.0
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@ DFexplore - Reasen for Data Value ? X

Field ‘Smoklng Status |

0id Value |blanic |

New Value ‘ blank |

| Approved e
Reason | amoking Status data will be provided once contact has been made with the patient.|

Revert to Old Value Cancel

9. Select > [Add Reason For Data Value] or click * in the Reason for Data Value window. Choose Pending from the pull-down list.

10. Enter the text Exercise data will be provided once contact has been made with patient. for the Reason property. Click , press to advance to the Date of First

Study Follow-up Visit field.

@ DFexplore - Reasen for Data Value ? *

Field ‘ Exercise |

0id Value |blank |

New Value ‘ blank |

Pending ~

Reason  Eyercise data will be provided once contact has been made with patient.

Revert to Old Value Cancel

11. Enter the Date of First Study Follow-up Visit and press to advance to the save field. Verify that is highlighted. Do not save the page with this status as
the Smoking Status and Exercise fields have yet to be completed. Click [Pending].

Enter and save Plate 3, Subject 99007 as a pending record

1. Subject 99007 3 : Form 3 becomes the current record. Click anywhere on the page background to make the fields active for entry.

DFdiscover 5.10.0
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@ OFesplore st meritor@explorediscover com] Aceeptance Test Study - Al Records
Fle it Viw St Show Subject Vist Pbte Fidd Window Hdp

ARRRRRRLLLLTT IR rrrrrrnn
DataFax #254 Plate #003 Visit #001

2559 Hospiol 99 -

02,90001
Patient Patient
2, 99003 Number 99007 Initials
02,9904 FmoL
99005 MEDICAL HISTORY
12 99006
v 2907 Currently on Resolved
Duration Treatment and/or Controlled
|9 0: screening Visits No  Yes Years & Months No  Yes No  Yes
T:Form 1
. 1. B Hypertension o o o O o O
2:Form2

trial Fibrillation o o - o O o ©

4:Form4,Pg1
211 Month Follow-up

fonth Follow-up
alvular Heart Disease o o

Month Follow-up

fonth Follow-up

ucly Termination o o o ©°
Death Report
201 Diary Week 01 idney Disease (o] o —
Switch to it View Hrrs o o - o o o o
Query NIEER

Stroke o o -

ransient Ischemic Attacks o o -

1%
Dooooogood
nooooodogod

eripheral Vascular Disease o o -

Reason for Data Value 11, Otner (speciy) o o —

12. Major Surgery (specify)
O 0 > wowega ] [ ] .
Vo1 Pending [=o]

e [ ——

. Starting at the Patient Number field, press to advance to the Patient Initials field. The SetInit edit check executes upon entry to the field.

@ DFexplore [site_monitor@explore dfdiscover.com] ATK - All Records - o X

File Edt View Select Show Subject Vist Flate Field Window  Help

99007 - 3 of 15
: RRRRRRnRlrrrrrrenerrrrrrrn
DataFax #254 Plate #003 Visit #001

2%site 99 - Hospital #99

2 99001
2
Patient Patient
2, 99003 Number | 9 9 0 0 7 jigi<cll
12 99004 oL
99005 MEDICAL HISTORY
= 99006
Currently on Resolved
v & 9007 Duration Treatment  and/or Controlled
v 0 : Screening Visits No Yes Years & Months No Yes No Yes
1: Form 1 Fypertension o o - o o o o
v 1 : Baseline
ek trial Fibrillation o o - o o o o

G FomFe (Other Cardiac EG o o -
21 1 Month Follow-up

221 2 Month Follov
23 1 3 Month Follov

alvular Heart Disease o o —

24 : 4 Month Follow-up
30 : Study Termination Myocardlﬂ| ofarction

40 : Death Report

{
oododooogooao
goododoogooao

v idney Disease o o -
Switch to List View
Query| v + Diabetes o o - o o o [}
troke o o — o © o 0
ransient Ischemic Attacks o o - (0] @] O o}
o o - O o O o
Reason for Data Value *|[—
Reason: Set by edit check Setnit - N
Remson: oty o . Other (specify) o o o o o o
Created: site_monitor 2025-09-24 14:50:03
UTC-04:00
Reviewed: site_mornitor 2025-09-24 .
14:50:03 UTC-04:00 12. Major Surgery (specify) .
mio—+1] Pending

T Enter o dash o issing it o.5, W

b| to advance through each field and enter the data as it appears on the printed CRF. The medical conditions that appear pre-

. Continuing at Patient Initials, press
to advance to the save

printed on the CRF page have been defined as constant values in the study setup. As a result, these fields cannot be edited. Press
buttons. As data for Major Surgery is not yet complete, click to save the page with status Pending.

Mark and save unavailable data as missed. Unmark available data as missed

1. Baseline 4 : Form 4, Pg 1 is now the active page. As no data is available for this page, Select > |Set Page Missed|.

@ DFexplore - Set Page Missed T x
Site: 99, Subject: 93007, Visit: Baseline, Page: Current Medications

Reason Select a reason... ~

Detail

OK Cancel

2. In the dialog, choose Data not available value from the Reason pull-down list. Enter Medication information is missing from patient's chart. as the Detail.

3. Click to register the page as missed.
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4. Double-click Subject 99005 in the record list. From the now open list of visits for that subject, double-click the 1 : Baseline visit.

5. All pages for that visit are displayed.

99005 - 30f 15

S7%Site 99 - Hospital #33
f 99001
1.2, 99003
{2 99002
~ 90005
0: Screening Visits
v 1: Baseline
2:Form2
| ECTTe—
4:Form 4, Pg 1
2111 Month Follow-up

Menth Follow-up
23: 3 Month Follow-up
24: 4 Month Follow-up
30: Study Termination

40

cath Report
201 : Diary Week 01
51: Medication Log Page 1
1011 : Adverse Event 1 Page 1
2 99006

99007

Switch to List View

6. Choose 3 : Form 3. Select |Plate| > [Unset Page Missed|.

7. Enter the text Patient's chart has been located and Medical History is available. in the Reason field. Click to unset 3: Form 3 as missed.

@ DFexplore - Unset Page Missed ? X

Site: 99, Subject: 99005, Visit: Baseline, Page: Medical History

Reason | oosent's chart has been located and Medical History is available.|

Save Cancel

8. Double-click Site 99 - Hospital #99 entry in the record list. This closes all open subject binders for Site 99 - Hospital #99.

Retrieve and modify existing data using a predefined task and save modifications to the database

1. Select > [By Task]to view the list of predefined data entry and data management tasks.

@ DFexplore - By Task

T x
Screening Data Entry - Level 1 EDC entry of Blood Pressure Screening visits
Screening Data Review - Review of all patient screening data
Cancel Instructions

2. Click Screening Data Review from the list, then to load the task and its selection criteria. This task is used to review all screening plate 1s that exist at level 1
or 2 and save them to level 3. Examine the lower left of the dialog to determine the number of records that match the task search criteria. Confirm that the number is
4.

DFdiscover 5.10.0
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@ DFexplore - By Task ? X

Screening Data Review - Review of all patient screening data

This task reviews all screening data (plate 1) that currently exists at levels 1 and 2, This review
includes both fax and EDC screening data.

4 records match the search criteria.

Cancel Print

3. Click to bring forward all records that match the task criteria.

@ DFeplore [site monitor@explore.dfdiscover.com] Acceptance Test Study - Task: Sreening Data Review - o x
File Edit View Select Show Subject Vist Plste Field  Window Help
99001 - 1 of 1 task records ~
IICLI LI RNN RN R RN TNV RN RRRN
v & o001 § iy
T — patont s e
1
& 99003 BLOOD PRESSURE SCREENING VISITS
{2 99004
99007 Age years Sex O Male Race ® Caucasian
® Female O African American
O psian
Oomenseas |
systolic diastolic
Sereen1:  Date Reading 1: [1 / mmtg
day  month  year
Reading 2: / ‘mmHg
Pandion e [172 /10%8 " v
( IR R IR RN IR RN
DataFax #254 Plate #001 Sequence ¥000
ow All Records for This Subjec it i
prasid Y=+ BLOOD PRESSURE SCREENING VISITS
Age years Sex [ Male Race P Gaucesian
Female [ Asican american
[T asten
[ other, specity:
Resson for Data Value systolic o
Screent:  Date Reading 1: / mmHg
day month  year
Reading 2 117101/ oty
readinaz | 117121/ [0T9 8 ] ot v
Vi3] sl Incompete Pending : [
e | || T p— Toski 4 e —

4. Beginning with the first task record for Subject 99001, pres

@ DFexplore - Add Query T x
Site: 99, Subject: 99001, Visit: Screening Visits, Page: Form 1

Field ‘5. Patient has signed informed consent ‘

Reported Value ‘Yes ‘

Category Monitor ~ | Use |External v

Status » |New query Type | Correction ~

Detail

We have not received this Fatlent‘s informed consent form. Please send it by

fax or email without delay.

Note

Created ‘

Modified ‘

Resolved ‘

Cancel

5. In the Add Query dialog, set:

DFdiscover 5.10.0
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b| to advance through all fields on the page, comparing their values to those on the CRF image in the
image window. When Eligibility Criteria #5 is the current field, Select > [Add Query| or click * in the Query window.
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o Category = Monitor

o Use = External

o Status = New query

o Type = Clarification

o Detail enter We have not received this patient's informed consent form. Please send it by fax or email without delay.

@ DFexplore - Add Query T x

Site: 99, Subject: 99001, Visit: Screening Visits, Page: Form 1

Field ‘5. Patient has signed informed consent ‘

Reported Value ‘Yes ‘

Category Monitor ~ Use |External ~
Status » |New query Type | Clarification
Detail We have not received this patient's informed consent form. Please send it by

fax or email without delay.

Note

Created ‘ ‘

Modified ‘ ‘

Resolved ‘ ‘

Cancel

6. Click [OK] to apply the query.
7. Press to advance through the remaining fields on the page. Once all fields have been traversed, press to make the save buttons active.

8. Click [Incomplete|to save the current task record to the database at level 3.

9. Batch validate the remaining records in the task list to raise their level to level 3. Select [Select] > [Batch Validate]. In the dialog, set:

o Move record level to = 3 - Level 3

o Choose All currently selected task records

Click |Batch Validate|.

@ DFexplore - Batch Validate ? x

Move record level to | 3 - Level 3 >

O Current page
(O All open pages for current subject
@ all currently selected task records

Batch Validate. .. Cancel

10. Enter Username of site_monitor and the corresponding password in the verification dialog. Click to batch validate the task records to level 3 and dismiss the
dialog.

@ DFexplore - dfpassword ? X
4 records will be changed to level 3
The batch validate action cannot be undone.

Enter password:

Username |sibe_momtor |

Password |unun| |

Cancl

11. Review the details in the summary dialog. Click to close the summary dialog and complete the batch validation operation.
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@ DFexplore - Batch Validate

3records changed to level 3

1 records were not changed:
1 already at this level

Confirm audit trail information for entered and modified data

1. Return to Subject 99001 > 0 : Screening Visits > 1 : Form 1.

2. Select [Plate] > [List History of All Changes on This Page] to display the current record's history. The default page history dialog is displayed.

@ DFexplore - Page History

X

2009-04-15
15:01:46

2009-04-15
15:01:46

2009-04-15
15:01:46

2009-04-15
15:01:46

2009-04-15
15:01:46

2009-04-15
15:01:46

2009-04-15
15:01:46

2008-04-15
15:01:46

2009-04-15
15:01:46

2009-04-15
15:01:46

2009-04-15

validl entered data "99003"

validl entered data "XYZ"

validl entered data "65"

validl entered data "male"

validl entered data "caucasian”

validl entered data "07/01/97"

validl entered data "145"

validl entered data "104"

validl entered data "146"

validl entered data "104"

validl entered data "146"

15:01:46

L 51 Time shown in UTC-04:00

Auto Load [ Field History [] Detailed History

Close

3. Check (Enable) Auto Load and Detailed History to enable advanced plate history.

Auto Load [ Field History Detailed History

Time shown in UTC-04:00

@ DFexplore - Page History ? x
Date and Time User Name  Type Subject Visit Flate Data Field Data Field Description ~
1 2009-04-15 15:01:46 validl new data 99003 0 1 1 DFdiscover Record Status
[| 2 2009-04-15 15:01:46 valid1 new data 99003 0 1 2 DFdiscover Validation Level
[ 2 2009-04-15 15:01:46 validi new data 99003 0 1 3 DFdiscover Image Name
[| 4 2009-04-15 15:01:46 validl newdata 88003 0 1 4 DFdiscover Study Number
5 2009-04-15 15:01:46 validl new data 93003 0 1 5 DFdiscover Plate Number
6 2009-04-15 15:01:46 validl new data 99003 0 1 6 DFdiscover Sequence Number
[| 7 2009-04-1515:01:46 valid1 new data 99003 0 1 7 Patient Number
[ & 2009-04-15 15:01:46 validl new data 99003 0 1 8 Fatient Initials
| 9 2009-04-15 15:01:46 validl new data 99003 0 1 9 Age (years)
10 2009-04-15 15:01:46 validl new data 98003 0 1 10 Sex
| 11 2009-04-15 15:01:46 validl new data 99003 0 1 11 Race
12 2009-04-15 15:01:46 validl new data 99003 0 1 12 Race Other, specify
13 2009-04-15 15:01:46 validl new data 99003 0 1 14 Screen 1: Reading 1 systolic
14 2009-04-15 15:01:46 validl new data 89003 0 1 16 Screen 1: Reading 2 systolic
15 2009-04-15 15:01:46 validl new data 99003 0 1 18 Screen 1: Reading 3 systolic
16 2009-04-15 15:01:46 validl new data 99003 0 1 15 Screen 1: Reading 1 diastolic
17 2009-04-15 15:01:46 validl new data 99003 0 1 17 Screen 1: Reading 2 diastolic
| 18 2009-04-15 15:01:46 validl new data 99003 0 1 19 Screen 1: Reading 3 diastolic
| 19 2009-04-15 15:01:46 validl new data 88003 0 1 13 Screen 1 Date
20 2009-04-15 15:01:46 validl new data 99003 0 1 21 Screen 2: Reading 1 systolic v
< >
Show Data Queries Reasons Choose Columns...| Save As Excel...

Close

4. Save the DFexplore - Page History as module7-edc-history.xlsx by clicking [Save As Excel...|, check (enable) Open output file after export.,click
already opened) the saved .xIsx file and verify that its contents match the DFexplore - Page History output before closing the history dialog by clicking

5. Select

End Module 7. EDC Data Entry

DFdiscover 5.10.0

menu to close and exit DFexplore.
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¢ Return to the DFATK application. Click to confirm successful completion of Module 7. EDC Data Entry.

Module 8. Image Data Entry

Tests & Requirements

10.
11.
12.
13.
14.
15.

. Submit PDF images to DFexplore.

. Login to DFexplore and confirm the receipt of new pages in the Status View.

. Login to the Image Router and route a misidentified page to the Acceptance Test Study new record queue.
. Login to DFexplore and confirm receipt of the routed page in the Status View.

. Retrieve new images in DFexplore Image View.

. Enter Plate 1 (Form 1) for Subject 99002.

. Enter Plate 2 (Form 2) for Subject 99002.

. Enter Plate 3 (Form 3) for Subject 99002.

. Enter Plate 4 (Form 4) for Subject 99002.

Compare the resolutions between Standard Definition (SD) and High Definition (HD).
Edit an existing query.

Delete an existing query.

Change data and record a reason for data change.

Batch validate all opened pages for Subject 99002 to level 2.

Confirm the status of entered pages in Status View.

Estimate of Time Required: 30 Minutes

Begin Module 8. Image Data Entry

1.

2.

Start DFATK as described in Module 1 (Installation & Initialization).

Click [8. Tmage Data Entry] followed by [Begin] to begin this module.

Send PDF images to DFexplore

1. Click |[Send ID 99002| to email a copy of ID99002.pdf to site_monitor. Clicking more than once will result in multiple pages arriving to your email inbox.

NOTE: Save the 1D99002.pdf file received via email to your local computer. This file is required to complete the remainder of this module. Refer to “Creating user

accounts and assigning study permissions.” as a valid email address is required for site_monitor to receive the module specific PDF files.

2.
3. Click [Add]. From the Select PDF Files file selection dialog. Locate the previously saved ID99002.pdf file. Select the file. Click .

Start DFsend as described in “How to start DFsend”.

DFsend [site_monitor@explore.dfdiscover.com] - [m] et
File  Help
File Name Status Add...

Z:/inputs/IDSS002. pof Remove

2 B

Send

Show Log

NOTE: Documents can also be added by dragging-and-dropping the desired PDF files from a local file folder directly into the list area.

DFdiscover 5.10.0 Acceptance Test Manual
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4. Click . In Verify Password dialog, enter site_monitor in the Username field and the previously assigned password in the Password field. Click .

DFsend - Verify Password ? *®
A password is required to send PDFs.
Username |s|be7momtor |
Password |""u--| |
o

5. In the resulting Send PDFs to DFdiscover dialog, confirm 1 success and 0 failure are shown. Click .
DFsend - Send PDFs to DFdiscover ? X

Total 1 POF files:

1 success
0 failure

6. Click [Show Log|to review the DFsend transmission history.
DFsend [site_monitor@explore.dfdiscover.com] — m] *
File  Help
File Name Status Add...
Remove
= o &
Send
I Hide Log
Send Log Total: 3 Sent: 3 Clear Log... Export Log...
File Name Status Send Date -

sent  2021-02-16 10:3%:36
sent  2021-02-12 14:08:02
2021-02-12 11:53:49

v Zifinputs/IDIS00Z. pdf
v Zyfinputs/IDIB006. pdf

v J/tsclient/imagedata/atkstates/ val234_states/inputs/Welcome_Fax.pdf sent

7. Select > [Exit).

NOTE: Wait 2-3 minutes prior to proceeding to DFexplore.

Login to DFexplore and confirm the receipt of new pages in the Status View

s

1. Start DFexplore and login as data_coordinator and choose 254 Acceptance Test Study as described in “How to start DFexplore’

2. Select > [Status]. Examine the count displayed for Images awaiting review in Image Queue.
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@ plore [data ¢ tance Test Study - Status = o X

File Edit View Window Help

Image Router |1 ~

Images awaitng review in Image Queve
ste Refresh
Subject =
viit
Plate
2 oetorecords Queries Reasons

Level [ peses  Mmes | comoee s T |[ pensrs | Ommesns  feoves | Tow || swses | Aeecss  Awows | Tow
Level0:0 2 2 2 4 §
o 1 2 18 2 2 2 s 54
Level2:2
Level3:3 ! : 4 ! !
Level 44
Levels: 5
Level6i6
Level7:7

ot 2 1 3 2 27 3 3 2 E ®

B3 craphics @ bylevel O bystats

e e \
iz2 \
e

evel 44
evel 55
16 6
evel 7:7

1 data_coordinator  INMSMMSMNMM DFesplore  2021/04/27 1205

Last refresh: Tuesday, Aprl 27, 2021 12:05:42PM

NOTE: Although 13 records were submitted, only 12 will be awaiting validation. The first page in the document has an unreadable barcode. As the barcode could
not be identified for the page, it has been routed to the Image Router instead of to 254 Acceptance Test Study.

3. Select > to return to the login dialog and list of available studies.
Login to the Image Router and route a misidentified page to the Acceptance Test Study new record queue

1. In the DFexplore login dialog, click Image Router| to open the Image Router.

@) DFexplore - Image Router{data_ccordinator@explore.dfdiscover.com] - o x
File Page Action Help

CRFID &
I 2107.0006001 i

Study Plate Visit Preserve keys  |Fitto Width
Identify

ResetImage

2. Locate the CRF for Subject Number 99002, Plate 1, Sequence 0 (Form 1), and select the page from the list of images in the CRF ID window.

NOTE: Any pages that have been received and which DFdiscover could not identify as CRFs for any of the studies registered at your site, will be found in the
Image Router. If there are more pages than those added by execution of the DFATK, you may need to locate the 254 Acceptance Test Study page in the listing
of images.

3. Select [Action] > [Rotate/Shift/Identify] to correctly identify the CRF for Subject 99002, Plate 1, Sequence 0.
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[@ DFexplore - Image Routerldata_coordinator@explore.dfdiscover.com]

File Page Action Help

CRFID. )
¥ 2017.0006002 DFiNG
Tes! Study 254 Example Eloed Pressure Trial Form 1
_—
Mmser (21 9] [0] € 2] inials
FM oL
BLOOD PRESSURE SCREENING VISITS
Age years Sex Male Race [x] Caucssian
O rFemale [ Afican Amorican
O Asian
Ootherspecity:
systolic diastolio
Sereen roang 1. [ 116 ]8]/[0 e
day month year
Roading 2: / mmHg
ey 3 L1701/ [0T9T8] v
systolic dhastolic
Screen 2: Reading 1 mmig
day  month  year
Reading Z mmHg
Readng 5 ity
Flinihilitv Critaria Yes No
<
Study Plate Visit [ Preserve keys | Fitto Width
I ] | J [ deniy Reset Inage
1 routable pages (0 busy) 2017.0006002 [2550:3232]

4. Click leftmost end of the horizontal barcode line. Drag the cross-hairs across the solid barcode line then click rightmost end of the line.

5. Select 254 - Acceptance Test Study from the Study drop-down list. Enter Plate and Visit numbers, as illustrated. Click |Identify| to identify the record.

Study Plate

Visit [ Preserve keys | Fit to Width

|254 - Acceptance Test Study \,‘ ‘1

| |El\ | Identify

Login to DFexplore and confirm receipt of the routed page in the Status View

Reset Image

6. Select > [Close Image Router|to exit the Image Router and return to the DFexplore login dialog.

1. Choose 254 Acceptance Test Study and click [Continugl. If the list of studies closes before a selection is made you will need to log back into DFexplore by re-
entering the Username and Password for user data_coordinator.

2. Select >
page being routed.

@ DFexplore [data_coordinator@explore.dfdiscover.com] Acceptance Test Study - Status - o x
Fle tdt View Vindow Hep
P | asudes) i
e
se et
et —
et
oo
B oceterecons querkes e
Level 0: 0 2 2 4 6
e 1 2w ow 2 2 s o
leviz2
Level 3:3 1 3 4 1 1
Lol
levelsis
Leeleis
(evi77
. 2 1 s @ ow 3 3 2 5w
Kl creviics @ byiewel O bysins
Levloco e 1

Level 1:1 b :
Level2:2
Level 3:3
Level 414
Level5:5
Level6i6
Level 7:7

B2 studyusers
,,,,,,,, Vot p s

1 data_coordinator  INNSSNSMNEM DFerplore  2021/04/27 12:08

Last refresh: Tuesday, Aprl 27, 2021 12:08:57PM

Retrieve new images in DFexplore Image View

1. Select > Image]. In the Automatic Retrieval dialog,

o Set Save level = 1 - Level 1

o Check (enable) Enable Edit Checks
DFdiscover 5.10.0

Acceptance Test Manual

to examine the count displayed for Images awaiting review in the Image Queue. This count has increased by 1 as a result of a misidentified
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o Select = document
o By Age = oldest
o Quantity __ documents = 10

o Check (enable) Repeat

@ DFexplore - Automatic Retrieval ? *
13 images for selection, 0in use

Savelevel | 1-Level1 v Enable edit checks

Select ®) document O page O plate
By Age ® oldest () newest
Quantity documents

Repeat

Cancal

2. Click in the Automatic Retrieval dialog to bring forward all new images awaiting data entry.

@ DFexplore Bexpl Acceptance Test Study - Image - o X
File  Edit View Select Plate Field Window Help
ARRRRRRLLLrrrrrmerrrrrrnl ’
DataFax #254 Plate #001 Visit #000
Romasar |
F ML
BLOOD PRESSURE SCREENING VISITS
Age years Sex ® Male Race ® Caucasian
O Female O Afiican American
O Asian
Ootenseas |
systolic diastolic
Seroont:  Date Reading 1: / kg
day  month  year
Reacing2: / mmtig
sonn [170 /oo v
IR EN | H TN TUA N .
DataFax # 254 Plate #001 Sequence #000
Ramoer et [CTAM)
Switch to Data View FoMoL
ey o BLOOD PRESSURE SCREENING VISITS
Age years sex [3] male Race [x] caucasian
O remae O African American
O asian
[ otner, specity
- } systolic diastolic
Reason for Data Vae
screent;  Date reaarg - [LLCTE]/ vy
day month year
reang 2 [L17101/[0T9T8] vy
Readrgs: 117101/ p
v
Vi1 [rol[i]]
Mesngvae | First 2boxes = center rumber

Enter Plate 1 (Form 1) for Subject 99002

1. With the first page of BLOOD PRESSURE SCREENING VISITS for Subject 99002 displayed, make the page active for data entry by clicking anywhere on the page
background using the mouse.

NOTE: In your normal image entry process, you must always pay careful attention to the accuracy of the ICR data. You will need to do the same here. It is
possible that the new pages contain ICR errors that you will need to correct during entry. In particular, it is important that you correct any key fields (visit and/or
subject numbers) that may have been misread as these are critical to the identification and storage of the data. Note that the ICR data records on your screen

may not match exactly those shown in the examples throughout this module.

2. Correctly enter Patient Number and Patient Initials as per the CRF image. Press to advance to the Age field.

3. The MissingQC edit check is programmed to pop up a Query note if any of the following fields are left blank: Age, Sex, Screen 1 Date and all Screen 1 blood
pressure readings. Test this edit check on the Age field by making this field blank. Press to exit the Age field. When the Add Query window pops up, click

to ignore and return to complete the field as per the CRF image, before proceeding to the next field.
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@ DFexplore - dfaddqc: MissingQC ? X

Site: 99, Subject: 93002, Visit: Screening Visits, Page: Form 1

Field |AgE {years)

Reported Value |

Category Missing

Use |External ~

Status » |New query

Type Correction ~

Detail

Created |

Modified |

Resolved |

Cancel

4. Enter the Sex and Race fields as they appear on the CRF image. Press to advance to the Screen 1 date field and enter its value 05/01/16 followed by all blood
pressure readings for Screen 1 date.

5. The ScreenDates edit check is executed on exit from the Screen 2 Date field. It checks that the Screen 2 Date follows the Screen 1 Date by at least one day. Enter a
Screen 2 Date of 04/01/16, which precedes the Screen 1 Date of 05/01/16, then press to exit the field. After verifying the message in the confirmation dialog,

click [OK].

@ DFexplore - dferror: ScreenDates ? *

@ Streen 2 Date 04/01/16 is earlier than Screen 1 Date 05/01/16

6. Return to the Screen 2 date field and enter the date and all Screen 2 blood pressure values as they appears on the CRF image.

7. Step 1 to Step 6 test the entry of specific data fields. Any field that has not been correctly entered (by you or the DFdiscover ICR) is now completed by entering the
values as they appear on the CRF image. After entering the last data field Eligibility Criteria #6, press to exit the field to make the Save buttons at the bottom of
the data entry window active.

8. As no data problems exist on the entered page, the page can be saved to the database with a status of Final. Do this by clicking with the mouse or by pressing

the space bar.

@ oFegplore data_coordinator@esplorecdiscover

20f13

mageld et Vet pime
) 2romooeont sz 01

Previous Set Mext Set
Switch to Data View

Query v +

Reason for Data Value

com] Acceptance Test Study - Image - o x
DataFax #254 Plate 4002 Visit #001
patient patient
Number |9 9 0 0 2 Initials Entry Date [20/01/16
FmoL day  month  year
PATIENT ENTRY FORM
Randomization
Provided the patient meets all eligibilly criteria, call the randomization ot line ((905) 999-8888) for this patient's
random medication code number:
Medication Code #: 1234
Give the patient one bottle of study medication from the medication kit with this code number.
Medical Examination
Date of Birtn_[05/12/49 2
Number [919][0]0]2 initials [ [A[M] Entry Date [ZLO[[OTL][1]6 '*
FvL Gay  monti yoar
PATIENT ENTRY FORM
Randomization
Provided the patient mects all clgibilty criteria, cal the randomization hot ine ((905) 899-8338) for this patient's
random medication code number.
Medication Gode #:
Give the patient e botle of study medication from the medication kit with this code number.
Medical Examination
Date of Birth
monthyoar
o] i A 1 I PRV i 1 I | A
o1 o]

[ ]

First 2boxes =

Enter Plate 2 (Form 2) for Subject 99002

1. Correctly enter Patient Number per the CRF image. Press to advance to the Patient Initials field. The Setlnitedit check automatically completes the Patient
Initials field if the initials are available on the Screening Form (Plate 1).

DFdiscover 5.10.0
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NOTE: The Patient Number must be entered correctly on the data record for the Setlnitedit check to execute. When an edit check changes a field's value, the
changed field will automatically be assigned a default reason and the field's color will change to green to show that an approved reason exists.

2. Correctly enter the Entry Date, Medication Code # values per the CRF image and Date of Birth in dd/mm/yyyy format. The CheckAge edit check calculates the
Subject's age from the Entry Date and Date of Birth fields, and compares this value with the value entered for Age on Plate 1. If these values disagree, an error
message is displayed. Press to exit Date of Birth field to execute the CheckAge edit check.

@ DFexplore - dferror: Checkige ? X

@ AGE ERROR: Birth Date = 05/12/1040 Entry Date =
20/01/2016 Calculated age = 66. Age on Form 1 = 64.

3. Click in the error message window to bring forward the query dialog. Click in the query dialog to attach a query to the Date of Birth field.

@ DFexplore - dfaddqe: CheckAge ? x
Site: 99, Subject: 99002, Visit: Baseline, Page: Form 2

Field ‘Date of Birth (dd/mmj/yyyy) ‘

Reported Value [05/12/1349 \

Cateqory Inconsistent Use | External ~

Status » | |New query Type Correction ~

Detail Birth date does not match age on Form 1

Note

Created ‘ ‘

Modified ‘ ‘

Resolved ‘ ‘

Cancel

4. Press to advance to the Weight (kg) field. Do not enter a value as the corresponding field on the CRF image is blank. Continue on to the Weight (Ibs) field and
enter the value that appears on the CRF image. If only one of the 2 weight fields are completed, the WeightEquiv edit check calculates and enters the equivalent value
for the blank Weight field. Press to exit the Weight (Ibs) field executing the WeightEquiv edit check.

5. Press to advance to the Height (cm) field. Do not enter a value as the corresponding field on the CRF image is blank. Continue on to the Height (in) field and
enter the value that appears on the CRF image. If only one of the 2 height fields is completed, the HeightEquiv edit check calculates and enters the equivalent value
for the blank Height field. Press to exit the Height (in) field executing the HeightEquiv edit check.

6. Step 1 to Step 5 test specific data fields. Any field that has not been entered (by you or the DFdiscover ICR) is now completed by entering the values as they appear
on the CRF image. After entering the last data field (Date of First Study Follow-up Visit), press to exit the field to make the save buttons active.

7. As an outstanding query exists on the Date of Birth field, the page must be saved to the database with a status of Incomplete. Click {Incomplete| with the mouse or
by pressing the space bar.
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@ DFexplore [data_coordinator@erplore.dfdiscover.com] Acceptance Test Study - Image X
3of13 ~
prnRRRRiirrrrnn :
9 i DataFax #254 Plate #007 30
0 2070006001 99002 © 1
Patient Patient Final Visit
(omren em © a Number 9 9 0 0 2 imtiais || Date
F M L day  month  year
! N STUDY TERMINATION
1. Did the patient complete the entire 16 week study?
O Yes
O No — why? [J Intolerable sice effects
[ Lack of blood pressure response
[ unwiling to return for follow-up visits
[ Moved away
[ Non-compliant with study medication
[ other, specify:
DataFax # 254. Plate #003 Sequence # 001 ~
Patient Patient
Number Initials n
Previous Set Next Set F t
Stich to Data View MEDICAL HISTORY
Query| v +
Currently on Resolved
Duration reatment andior Controlled
No Yes Years & Months  No  Yes No Yes
1. Hyporension o - [ O @ O
2. Atial Foiation O - @ O E O
Reason for Data Value 3 otercaracEcAmma & O - (11 1] O O o o
4. Valvular Heart Disease =0 O — D:‘ D:' o g o g
5. Myocardial Infarction =H O D:I D:I o a O g
Vi1 o]
Mesngvae ] Legl values are: 30

NOTE: If outstanding queries and/or illegal values exist on a data record, DFdiscover will never allow the record to be assigned the status Final.

Enter Plate 3 (Form 3) for Subject 99002

1. Plate 3 has been incorrectly identified by DFdiscover as Plate 7 (the data record and CRF image do not match). Before data entry can begin, the record must first be
correctly identified by correcting the barcode. To do this, Select |Plate| > [Change Barcode|.

@ DFexplore - Change Barcode

[ This page belongs to a different study
Study

Page

Change from ‘ 007

Subject

Change from ‘ 99002

? X
Change from |E
Jto[007 |
o |
OK Cancel

2. In the Change Barcode dialog, set the Page to 003. Do this by clicking B to display a listing of all defined study plates, then select the entry 003 - Medical History
from the list. Click to close the dialog.

@ DFexplore - Change Barcode

[ This page belongs to a different study
Study

Page

Change from ‘ 007

Wisit

? X

Change from |E
Jto[o0s |
o [

Change fmm‘ 30

Subject

Change from ‘ 99002

Concal

3. Set the Visit by clicking B to display a listing of all defined study visits, select 1 - Baseline from the list. Click to close the visit listing dialog. Click .
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@ DFexplore - Change Barcode

[] This page belongs to a different study

Study

Page

Change from ‘ 007

Wisit

Change fmm‘ 30

Subject

Change from ‘ 99002

T =
Changeﬁomlo
|m|003 ‘
Jtoa
Jio |
Concl

@ DFexplore - Change Barcode

The following wil change:
- page from 7 to 3
- visit from 30 to 1

? X

‘Warning: Page 7 and 3 are not compatible.
All data, queries and reasons on this page wil be discarded.

OK to apply the changes?

4. Confirm the change to the barcode by clicking in the warning dialog.

NOTE: When a barcode is changed, all data fields on the data record (top half of the screen), will be blanked of their previous ICR values as these are no longer
correct. The correct values must be entered manually.

Subject 99002.”.

5. Correctly enter Patient Number as per the CRF image. Press to advance to the Patient Initials executing the Setlnitedit check as in “Enter Plate 2 (Form 2) for

. Press to advance to the 1. Hypertension No/Yes field and check the response indicated on the CRF image. Press to advance to the Duration, Years field
and leave it blank as per the CRF image. Press to advance to the Duration, Months field and enter the number of months 06 as they appear on the CRF image.
The MedHxDuredit check completes the Duration fields by entering zeros into the Years field if only Months are given, and zeros into the Months field if only Years
are given. Press to exit the Duration, Months field to execute the MedHxDuredit check.

@ DFexplore [data_coordinator@explore.dfdiscover.com] Acceptance Test Study - Image - o x
30f13 ~
e T ARRRRRRLLLrrrrrenerrrrrrrn
DataFax #254 Plate #003 Visit #0071
0 2070006001 99002 © 1
g Patient Patient
[ 210770006002 99002 1 2 Noneber L 99002 [
F ML
MEDICAL HISTORY
Currently on Resolved
Duration Treatment and/or Controlled
No Yes Years & Months No  Yes No  Yes
[Hypertension o e — @ o o O
[Attial Fibrillation o o~ [ [ o o o o
(Other Cardiac E6 o o —~ [ [ o o o o
[Valvular Heart Disease o o ~ [ [ o o o 0
DataFax #f 254 Plate # 003 Sequence # 001 o
Patient Patient
Ramber Inials
Prevous set Next Set FoMoL
Soizanes e MEDICAL HISTORY
Quen Y E+
L Currently on Resolved
Duration Treatment  andlor Controlled
No Yes Years & Months  No  Yes No  Yes
1. Hyporension o > Mkl @ o @ O
2. At Finiaton O - @ O E O
Reason for Data Vae + 3 otercadacEcAmma & O - (111 ] O O o o
4. Valvular Heart Disease x O — D:\D:‘ o g O O
5. Myocardial Infarction =0 O D:”:‘:l o a O g
Vo1 Pending [15]

Legal values are: (undefined)

. Enter the remaining values for 1. Hypertension and enter all fields for 2. Atrial Fibrillation. Press to advance to the first No/Yes field for 3. Other Cardiac EG

Arrhythmia.

. A skip has been set on the No/Yes fields for each medical history item such that if "No" is selected, the remaining fields for that medical history item are skipped and

the user is taken to the next item. Enter the correct values for medical history items 3. to 6. to execute the skip.

. Enter all values for 7. Diabetes up to and including the Currently on Treatment field. Press to advance to the Resolved and/or Controlled field which has
been left blank on the CRF image. Select > [Add Query| or click * . In the Add Query dialog, set:

o Category = Missing

o Status = New query
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o Use = External
o Type = Correction
Click .

@ DFexplore - Add Query T >

Site: 99, Subject: 99002, Visit: Baseline, Page: Form 3

Field |7‘ Diabetes: Resolved |

Reported Value |hlank] |

Category Missing ~ | Use |External ~
Status |£||_||Naw query Type | Correction v
Detail

Note

Created | |
Modfed | |
Resolved | |

e

NOTE: DFexplore attempts to infer the Category, Status, Use and Type information when a query is being added. It is important to verify the query settings and
correct them if necessary, before applying the query to the data field.

10. For medical history items 8. to 11., enter the appropriate values per the CRF image. Press to advance to the text field for the first 12. Major surgery (specify) to
make it the current field.

11. Enter the correct values in all fields for the first Major Surgery. Input hip replacement up to and including the How long ago response. An edit check, CalcDays,
attempts to read the How long ago text field to calculate the number of days prior to study entry that surgery occurred. The calculated value automatically populates
the hidden field to the right of these text fields. Pressing off the How long ago field executes CalcDaysedit check.

@ oFeplore dsta_coordinstor@erplore didiscovercom] ATK - Image - o x

Fle Edt View Select Plate Field Window Help

30f13 D
Peripheral Vascular Disease] ® o — [ ] [ ] o o o
ImageD  Subject Vist  Plate
| 2539/0005001 93002 0 1 11, Other (specify) o ® - o e o ®
leormem 1 8
1 3
2530/0005004 99002 1 4 12. Major Surgery (specify)
woorss w73 et ] 0 & > voiorg oo Bz ][]
2530/0005006 99002 22 5
aswojoo0so07 ssonz 73 5 L 70 0 = wwegae L1 [ ]
o — ] L1
s sz o 00 2 v L]
2539/0005010 99002 7
2539/0005011 99002 s
2539/0005012 99002 9 11 Noverber 2014
2530/0005013 99002 10
v
e — o @~ ] o= 0O
Previous Set Next Set —ahrits
Switch to Data View 12. Major Surgery (specity)
Query| DIEE hip O = How long ago 3 Years ago
endarterectomy O G — Howbongago July 695
O 0O — Howlongago
Reason for Data Value [*[=] 02 January 2018
Reason: Set by edit check CalcDays
Status: Approved
Created: data_coordinator 2025-09-25 08:39:26
UTC-04:00
Reviewed: data_coordinator 2025-09-25
08:39:26 UTC-04:00
v

o1l Pendng [l

12. Press to advance to the 2nd Major Surgery item. Input endarterectomy and perform the same steps as in Step 11. Enter the date 06/07/1995 for July 6/95 in the
How long ago field.
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30f13

11. Other (specify) o ® — o ® o ®

ImageID  Subject Vist  Flate arthritis
| 0 2s18/000r001 99002 0 1
‘ [ 2518/000F002 99002 1 2 12. Major Surgery (specify)
I foreacemer ] 6 @ - s 096
| 2518/000F004 00002 1 4
‘
| 2s18/0007005 90007 21 5 endarterectomy O @ > Howlongago [06/07/1995 1
| womoos w2 2 s L 1

(e] o =
‘ 2518/000F007 99002 23 5 How long ago
| 2s18/000F008 00002 24 5
; 2518/000F009 99002 6
| 0 99002 7 11 Novernber 2014
99002 E
99002 9
2518/000F013 99002 10
~
‘ P
12. Major Surgery (speci
Previous Set Next Set Nor Sugery (specty
Switch to Data View ipreplacement [] [ 7 Howlongage Syearsase
Query ~ + _endarterectomy  [] [@ — Howlongago July 6/95
O O — rowlongago
02 January 2016
Reason for Data Value +
oot @0

13. Step 5 to Step 12 test specific data fields. Any field that has not been entered (by you or the DFdiscover ICR) is now completed by entering the values as they appear

on the CRF image. After entering the last data field, press [Tab]

off the field to make the save buttons at the bottom of the data entry window active.

14. Click |Incomplete| with the mouse or by pressing the space bar. As an outstanding query exists on the 7. Diabetes, Resolved and/or Controlled field, the page must

be saved to the database with a status of Incomplete.

@ Deplore [data_coordinator@eploredfdiscover.com] Acceptance Test Study - Image X
= VAR AN N ’
ImageD  Subject Vit Plote
DataFax #254 Plate #004
0 2070006001 99002 © 1
- Patient Patient WMedications
B ziovoo0so0z ssonz 1 2 Number | 9 9 0 0 2 a1 Pago Numbor [B] of
§ 2070006003 o002 1 3 FomoL
'CURRENT MEDICATIONS
List any medications (prescribed and non-prescribad) which the patientis currently taking.
fNone. put an X n this box.
otal Dose 54 e or
Drug Name per Day (mg) Duration of Use Indication
.l I ] I ]
2 | I ] I ]
s [ |1 ] I ]
—] 9
Number [9]9][0[0]2 nitials [ [A[M] Page Number | L] of [1] ~
FowL
CURRENT MEDICATIONS
Erevous SH e SH List any medications (prescribed and non-prescribed) which the patient is currently taking.
Suitch to Data View
If None, put an X in this box
Query S E[=
Total Dose Start Date or
Drug Name Per Day (mg) Duration of Use Indication
4. __Inderal 10 20 vears ago migraines
o ASA 1300 10 years ago arthritis
fpeesan o Deta Nalie 3 2225 prn. 10 vears ago arthritis
4
o1 (-]
T v s 18

Enter Plate 4 (Form 4) for Subject 99002

1. Correctly enter Patient Number, Patient Initials and both Medications Page Number fields per the CRF image. As for the previous pages, the Setlnitedit check

automatically completes the Patient Initials field. Press to advance to the 1. Drug Name field.

2. In 1. Drug Name type the text Inderal as it appears on the CRF image. The Drug Name fields have been mapped to lower case in their setup definitions. Therefore,
all entered text will appear as lower case regardless of the case typed.

3. Enter all data for the first 2 drugs (Inderal and ASA) as it appears on the CRF image. The CalcDaysedit check that is present on Plate 3 (Medical History) is also

present on the Start Date or Duration of Use fields. During data entry, confirm that the hidden fields contain the calculated values as shown below.
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@ DFexplore [data_coordinator@explore.dfdiscover.com] Acceptance Test Study - Image

40f13

ImagelD  Subject Visit Plate

DataFax #254
0 2070006001 99002 © 1

If None, put an X in this box.

Plate #004

pati pati Medicati
Q2iovo00s002 sso2 1 2 patient 99 0 0 2 Thiare Pago number [1] of
§ 20000003 sso2 1 3 Fomoe

CURRENT MEDICATIONS

List any medications (prescribed and non-prescribed) which the patientis currently taking.

Previous Set Next Set
Switch to Data View

If Nonc, put an X in this box
Query| v +

CURRENT MEDICATIONS

List any medications (prescribed and non-prescribed) which the patient is currently taking.

Total Dose Start Date or
Drug Name Per Day (mg) Duration of Use Indication

7 ;. [inderal ] [0 | [oyearsago | [migraines |

. 2 [esa ][00 ] | [prthrits ]

s [ |1 ] I ]
1 A
Number [919][0[0] 2 nitials [ [A[M] Page Number | L] of L] D

o

Total Dose Start Date or
Drug Name Per Day (mg) Duration of Use Indication
4. __Indemal 10 20 years ago migraines
o ASA 1300 10 years ago arthritis
fpeesan o Deta Nalie &2 3 2225 prn. 10 vears ago arthritis
4
Vo1 Final Incomplete Pencing o] E]]
T )
. Press [T

to advance to the 3. Drug Name field. An edit check, DrugLookup, has been programmed to match the entered drug text with an entry in a lookup table.

Enter the 3rd drug name 222s and press to exit the field executing DrugLookup edit check. (If an entry can not be found in the lookup table, a search dialog is

displayed.)

@ DFexplore - DFlockup: drugs ? X
Search terms | @ |
entries with () ANY (@ ALL () OMLY search terms in the following fields
Lockup Fields Current Selection
Acronym sleeping pills (orc)
O Result sleeping pills (orc)

Find Previous Filter Reset
Acronym Result )
sleeping pills (orc) sleeping pills (orc)
abalal abalal
accolate accolate
accupril accupril
ace medication ace medication
ace meds ace meds
ace study aspirin ace study aspirin
acebutolol acebutolol
< >

Cancel

5. In the search dialog,

o Check (enable) Acronym
o Uncheck (disable) Result
o Input (enter) 222 in the Search terms

Click

DFdiscover 5.10.0
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@ DFexplore - DFlockup: drugs ? X

Search terms | @ |111
entries with () ANY (@ ALL () OMLY search terms in the following fields

Lockup Fields Current Selection
Acronym asa with codeine (222)
O Result asa with codeine (222)

Find Previous Filter Reset
Acronym Result 2
asa (ecotrin) asa (ecotrin)
asa (enteric coated) asa (enteric coated)
asa endirect asa endirect
asa enteric asa enteric
asa plain asa plain
asa regular asa regular
asa suppository asa suppository

v
< ' ' >
Cancel

6. Enter the remaining values for the 3rd drug field and press to advance to 4. Drug Name field. A skip has been set on each of the Drug Name fields such that if
the field is blank, the remaining fields for that drug are skipped. Press to advance through the remaining Drug name fields, and leave them blank as per the CRF

image, to execute the skip.

7. Step 1 to Step 6 test specific data fields. Any field that has not been entered (by you or the DFdiscover ICR) is now completed by entering the values as they appear

on the CRF image. After entering the last data field, press [Tab]

to exit the field and make the save buttons at the bottom of the data entry window active.

8. As no data problems exist on the entered page, the page can be saved to the database with a status of Final. Do this by clicking or by pressing the space bar.

@
File Edt View Select Plste Fild Window Help
sof 13
| sutgect| v o [ RRRERRAEEEEEEE IN | Follow-up: [®] 1vontn O 2ontn
mage ubject | Vit ste DataFax #254 Plate #005 o O 4ot
Yoo sz 0 1
patient Patient
U ziomoooso0z sso0z 12 Number | 9 9 0 0 7 Initials Visit Date
§ 210770006003 90002 1 3 F ML lay year
| 217006t ssoe2 14 MONTHLY FOLLOW-UP FORM
Reading 1 (mmHg) Reading 2 (mmHg)
Blood Pressure: / wait 5 minutes / Right
systolic diastolic systolic diastolic Left
Weight: l:l kg or 1640 Ibs

Study Medication:  Did the patient return the study medication dispensed at the previous visit?

O No — Explanl

BRRRRRRT T T ETRIN otowen © tuown O zwenn
vots G

DataFax # 254 Plate.
Patient Patient
revousset RextSet Nambor (1171 [eo]2] s [TTAIM] Visit Date
Switch to Data View P dey
Query v MONTHLY FOLLOW-UP FORM
Reading 1 (mmHg) Reading 2 (mmHg)

sioodpressure:  [LL514]/[01912] watt s minutes [L1510]/[0]9 [0

systolic diastofic systolic diastolic

weight Tk o [Te0] w

Reason for Data Value:

Study Medication:  Did the patient retum the study medication dispensed at the previous Visit?

Ono > Explain

B vos > Modeaton cose# LL12[3[2]  numbor orpits retumes [212]

vio—1]

T EE———

Compare the resolutions between Standard Definition (SD) and High Definition (HD)

1. With MONTHLY FOLLOW-UP FORM for subject 99002 as the active page, verify that the [EE' button is shown at the bottom-right corner of the main data entry screen.

Examine the quality of the SD image.
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BRRRRRRIT T T T T RN roovum B o O 2born
Datalax # 264 loce # 005

P O swonn [T amom
Romeer [T s (I [ATM] VisitDate Le]
Fm L Toy year

MONTHLY FOLLOW-UP FORM

Reading 1 (mmHg} Feacing 2 (mmig)
Blood Pressure: wait 5 minutes 1[ Am Bl Right
diastaiiz sysloic_ diasioic O con

weigh: [T o OTele]) ue

Study Medication:  Diet the patient retum tne study medication dispensed at ine pravious visit?

[ we — Explan

& ves —» wedication Code # [1T2]3]4] Number of Pills Relumed

Was a new botile of study medication dispensed at this visit?

O we = Explain

B vos — ocicsion coses [L12[314]

Other Medication:  Have there been any changes 1o ather prescribed medication?
[ wo

X Yes —» Record all changes on the Modication Lag forms and fax after the final visit

Advorse Events:  Did the patiert repor any adverse events since th last visit?
[ weo

[A ves —» Record each adverse event on an Adverse Event Report form and
fax immediaioly

yoar

Date of next scheduled visit “
daj

NOTE: DFexplore remembers this setting from the last use. If module 8. Image Data Entry was previously executed, the button will already show 2. In this case,
continue with “Edit an existing query.”.

2. Five hidden buttons E, Ql, [@ & and can be displayed and identified at the bottom-left corner of the main data entry screen. To show these buttons, place the
mouse anywhere on the image. To identify each button, hover the mouse over top of it.

3. Click %4 until the image reaches its maximum size. Examine the enlarged SD image.

ClelE E

4. Click EZ| at the bottom-right corner of the data entry screen, switching the label to #2. Confirm that the background color of #2 is green as shown.

bl

5. Examine the HD image. Verify that the HD image is clearly visible and there is a noticeable difference between the HD image and the previous SD image.

DataFax # 254

IIII I | ] | I I II I Follow-up: [X] 1 month ] 2 Montn
#008

Plate O zmontn [ 4 montn

Rameer (411 Patont [7TATM) Viak Dats
day

Blood Pressure:

Weight:

Study Medication:

Other Medication:

F M L month year

MONTHLY FOLLOW-UP FORM

Reading 1 (mmHg) Reading 2 (mmHg)

(i Lsl4l/ waits minutes [L1510]/ it

systofic diastolic systolic diastolic Left

LI o [iTel4]lo] w

Did the patient return the study medication dispensed at the previous visit?

O no —> Explain

m Yes —» Medication Code # naﬂ Number of Pills Returned

Was a new bottle of study medication dispensed at this visit?

O no —> Explain

[ vos > Medication coe# |1 12]3]4]

Have there been any changes to other prescribed medication?
O we

Yes — Record all changes on the Medication Log forms and fax after the final visit.

Edit an existing query

1. Select > to change from Image View to Queries View.
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~

@ DFexplore - Confirm x

o Release all images and continue?

ol

2. Click in the confirmation dialog to release the Image View records and open Queries View.

@ DFexplore [data_coordinator@explore.dfdiscover.com] Acceptance Test Study - All Records - m] X
File  View  Show  Query Window  Help
No active site

Site / Subject Visit: Page Field: Category Status & Replies
b. Site 0 - DF/MNet Software ULC (Error Monitor)

22 site 10 - Hospital #1

s Site 20 - Hospital #£2

s Site 99 - Hospital #39

3. In the Queries View site list, double-click icon Site 99 - Hospital #99 to list the queries for that site. Select [Show| > [Outstanding Queries] to display all
outstanding/unresolved queries for Site 99 - Hospital #99.

@ DFexplore [site_monitor@explore.dfdiscover.com] Acceptance Test Study - All Records - m} X

File  View  Show  Query  Window  Help
Site 99 - 5 queries (0 resolved and 5 outstanding) modified between April 15, 2009 and April 30, 2025

Site [ Subject Visit ; Page Field : Category Status & Replies
27 site 99 - Hospital ...
u 99001 Screening Visits : Form 1 5. Patient has signed informed consent := Yes Outstanding (Mew)
(Other) Modified by: validl 2016-10-07 13:47:03 UTC-04:00

Detail: We have not received this patient's
informed consent form. Please send it by fax or
email without delay.

u 99001 Baseline : Form 2 Smoking Status := blank (Missing) Outstanding (Mew)
Modified by: validl 2008-04-15 15:08:54 UTC-04:00
u 99002 Baseline : Form 2 Date of Birth (dd/mm/yyyy) := 05/12/1949 Outstanding (Mew)
(Inconsistent) Modified by: site_monitor 2025-04-30 14:05:34 UTC-04:00
Detail: Birth date does not match age on Form 1
| u 99002 Baseline : Form 3 7. Diabetes: Resolved := blank (Missing) Outstanding (Mew)
Modified by: site_monitor 2025-04-30 14:10:34 UTC-04:00
u 99004 Baseline : Form 2 Fulse beats/minute : (Missing) Outstanding (Mew)

Modified by: validl 2009-04-15 15:20:24 UTC-04:00

4. Locate the query for Subject 99002, Baseline : Form 3. This is the query that was added to the field 7. Diabetes, Resolved and/or Controlled in “Enter Plate 3
(Form 3) for Subject 99002.”. Double-click the query to be taken directly to the page and queried field.

@ DFexplore [site_monitor®explore dfdiscover.com] Acceptance Test Study - All Records - [u] X
99002 - 3 of 15 ~
fronem—— . o e - o e @ o
2,99001
2
Bike ] o o —~>[L] ] o o o 0
2
110 : Screening Visits
~ {M1:Baseline [Transient Ischemic Attacks e o — [] [] o 0 o O
Peripheral Vascular Disease | ® O — I:l I:l o O o O
4:Form4,Pg1
21 : 1 Month Fallow-up 11. Other {specify) Q ® - o @ o e
23 : 3 Month Foll
24 : 4 Month Follow-1 12 Major Surgery (specify)
30 : Study Termination hip replacement O ® > Howlongago BYearsago | [1096
40 : Death Report.
201+ Diary Week o1 endarterectomy O  ® > Howlongago 06/07/1995 7503 v
51 : Medication Log Page 1 7. Diabetes - [2]4] O ~
1011 : Adverse Event 1 Page 1 v
Return to Queries View 8. Stroke nd D:II:':‘

Switch to List View

o
(] o
- [MOd o

o

@

Transient Ischemic Attacks
Query| Missing (externa *[—

Category: Missing (external, correction) ~ *

=

Peripheral Vascular Disease

O ®|E B B O
B OO0 B
¢
E OO0 ®H
oo oo o
B O 0O 0 0

Detai: (none)

Note: (none)

Status: Outstanding (Nev) N

Created: site_monitor 2025-04-30 1. Other (specity) [

14:10:34 UTC-04:00 thr

Modified: site_monitor 2025-04-30 v

Reason for Data Value + 12. Major Surgery (speciy)
hip replacem ent o > How long agn 3years ago
endarterectomy O [E — rHowlongago Julv /85

O O > Howlongago

o
mi1—>1] 1 =
MissingValuel |l |Last Save: 2025-04-30 14:10:34 UTC-04:00 Legal values are: (undefined)

5. Select [Select > [Change Mode & Level]. In the dialog, set:

o Mode = Validate
o Save level = 2 - Level 2

o Check (enable) Enable edit checks
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Click to apply the changes.

@ DFexplore - Change Mode & Level ? *

Mode

Save level |2 -Level 2 ~ Enable edit checks
Conce

6. Select > [Edit Query| or click * . In the dialog, set:

o Status = Resolved NA from the pull-down list.
o Enter The Subject is currently on treatment. in the Detail field

Click to apply the edits.

@ DFexplore - Edit Query ? X

Site: 99, Subject: 99002, Visit: Baseline, Page: Form 3

Field ‘ 7. Diabetes: Resolved ‘

Reported Value ‘b\ank ‘

Category Tlegal w Use |Bxternal ~
Status E||]|Reso\ved NA Type Correction ~
Detail The Subject is currently on treatment.|

Note

Created |data_coordinator 2025-09-25 08:40:57 UTC-04:00 \
Modified |data_coordinatar 2025-09-25 08:43:58 UTC-04:00 |
Resolved data_coordinator 2025-09-25 08:43:58 UTC-04:00 \

Cancel

Delete an existing query

1. The queried field 7. Diabetes, Resolved and/or Controlled maintains the focus. If not, make it the current field. Select > [Delete Query|or click ~.

@ DFexplore - Delete Query 7 *

Site: 99, Subject: 99002, Visit: Baseline, Page: Form 3

Field 7. Diabetes: Resolved

Reported Value blank

Category Hlegal Use |External

Status Pending delete Type Correction

Detail The Subject is currently on treatment.

Note

Created ‘data_coordmator 2025-09-25 08:40:57 UTC-04:00 ‘

Maodified |data_coordinatar 2025-09-25 08:45:21 UTC-04:00 |

Resolved data_coordinator 2025-09-25 08:45:21 UTC-04:00 \
Cancel

2. Click to perform the query deletion.
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@ DFexplore - Confirm ? X

o This action will delete a field query.

OK to delete it?

Cancel

3. Click in the confirmation dialog.

Change data and record a reason for data change

1. With 3:Form 3, Medical History as the current page, press to advance to 11. Other (specify). Change the existing data value of arthritis to arthritis (knees) and

Select > [Add Reason for Data Value] or click * .

@ DFexplore - Reasen for Data Value ? X

Field ‘ 11. Other, specify |

0ld Value ‘arthrits |

New Value ‘ arthritis (knees) |

| Approved ~

Reason |

Revert to Old Value oK Cancel

2. In the Reason for Data Value dialog, confirm that the Old Value and New Value fields display the data values shown. Choose Pending from the status list to change
the reason's Status to Pending. Enter the text Location of arthritis (knees) was provided verbally by the site. in the Reason field. Click to close the dialog and save
the reason for data change to the database. Press to advance to the next field.

@ DFexplore - Reasen for Data Value T X

Field ‘ 11. Other, specify |

0ld value ‘armrins |

New Value ‘ arthritis (knees) |

Pending ~

Reason Location of arthritis (knees) was provided verbally by the site,

Revert to Old Value Cancel

3. Press to advance through the remaining fields on the Medical History page until the save buttons at the bottom of the screen become active. Click to save

the modified page to the database at level 2.

Batch validate all opened pages for Subject 99002 to level 2

1. Still working at Save Level 2 with the pages previously opened for Subject 99002, Select [Select] > [Batch Validate]. Confirmed credentials are needed to complete this

action.

2. Choose 2-Level 2 from the Move record level to pull-down list. Choose All open pages for current subject. Click [Batch Validate| Confirmed credentials are

needed to complete this action.
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@ DFexplore - dfpassword ? X
3 records will be changed to level 2
The batch validate action cannot be undone.

Enter password:

Username || ‘

Password | ‘

OK Cancel

3. Enter data_coordinator as the Username and the previously assigned password. Click to batch validate the selected records.

@ DFexplore - Batch Validate ? X

2records changed to level 2

1 records were not changed:
1 already at this level

4. Click to close the summary dialog and complete the batch validation operation.
Confirm the status of entered pages in Status View

1. Select > to close Image view and release all pages in the record list and open Status view.
2. Confirm that the number of images awaiting review is now 9.

@ DFexplore [data_coordinator@explore dfdiscover.com] Acceptance Test Study - Status
Fle Edt View Window  Help

Images awaitng review i Image Router | 0] (ncludes mages for al studles) 2l

|

Site

Refrash

Subject

Clear
Visit

Plate

[+ ] Data Records Queries Reasons
Lovel [ pendng [ — == ol Pending

Oumandng | Resved Toal Pendng Rejecet
Level 0: 0 2 2 2 “ s
o 1 2 19 2 3 3 62 62
Level2: 2 1 2 3 1 6 7
Level 3: 3 : 3 4 : :
Level4: 4
Level5: 5
Level6: 6
Level7: 7

Total 2 1 4 24 31 4 4 3 72 75

Ed Graphics ® by level O by status

Level 0: 0 2
Level 1: 1 2 3
Level 2: 2 s
Level 3: 3 + 1
Level 4: 4
Level5: 5
Level 6: 6
Level 7: 7

Pending MiMissed Mlincomplese M Final Pending 1l Ovisanding [liResolved Pending | Rejesisd [ Approved

E2 study users

= Since
DFATK  2022/07/21 10:33
DFexplore  2022/07/21 10:51

=
1 dataer - =

2 data_coordinator

Last refresh: Thursday, July 21, 2022 11:04:47 AM

3. Select > to close and exit DFexplore.

End Module 8. Image Data Entry

« Return to the DFATK application. Click to confirm successful completion of Module 8. Image Data Entry.
Module 9. User-defined Query Category Types

Tests & Requirements

1. Retrieve an existing data record in DFexplore.
2. Apply a user-defined Category query.
3. Add a reason for Data Value to explain entered data.

4. Edit an existing query.
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5. Delete a user-defined Query Category that is used by an existing query.

6. Delete a user-defined Category query.

Estimate of Time Required: 30 Minutes

Begin Module 9. User-defined Query Category Types

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click [9. User-defined Query Category] followed by to begin this module.

Retrieve an existing data record in DFexplore

1. Start DFexplore, login as data_coordinator and choose 254 Acceptance Test Study as described in “How to start DFexplore”

2. Select [Select] > [Change Mode & Level). Within the dialog, set:

o Mode = Validate
o Save level =1 - Level 1
o Check (enable) Enable edit checks

Click to apply these settings.

@ DFexplore - Change Mode & Level ? *

Mode Validate ~

Save level | 1-Level 1 ~ Enable edit checks
Corce

3. Double-click the folder for Site 99 and then double-click subject 99007 to open the subject binder. Locate 0: Screening Visits in the list of visits for subject 99007,
and double-click this entry to open task records for this subject. Press to advance through the fields until Screen 2, Reading 1 systolic blood pressure

becomes the current field.

Test Study - All Records

Wi Help

59007 - 10f 15

~ | 0: screening Visits

Sorcon t:  Date

day  month  year

O asian

oo o . RRRRRRRL LI Tl
P LARR oo Vs

285t 10- =
22 5te 20- Hospa =2 Nmbar e
&8%site 99 Hospita 259 Pt
(& 59001 BLOOD PRESSURE SCREENING VISITS
12 99002
290003 Age years Sex ® Male Race ® Caucasian
12 99004 O Female O Afiican American
v (12 99007

Oovenspoete ]

systolic diastolic

Reading :
Reading 2
Reading 3

/ kg
/ kg
/ kg

systolic diastolic
o Seroon2:  Dato 25/04/16 reacing 1 ]/ -
v day  month  year
Reading 2: / g
Query| v +
Reading 3: / mmtig
Eligibility Criteria Yes No
1. Age 1679 years old. ? ©
2. Male, or iffemale, not pregnant and using a reliable contracepiive method.  ® ©
Reason for Data Value + —_—
3. Taking blood pressure medication. o ®
1
4. Major surgery or other medical emergency in the past 6 months. o ®
—_—
5. Patient has signed informed consent and agrees fo return for manthly ® o
follow-up visits.
v[3=+1] Final Incomplete Pending HD

Apply a user-defined Category query

1. With Screen 2, Reading 1 systolic blood pressure as the current field, select > [Add Query] or click [* Jto open the Add Query dialog. In the dialog, confirm
that Monitor, Test and Clinical QC are present in the Category pull-down list. Set:

o Category = Test
o Use = External
o Type = Clarification

o Status = New query

o Detail = This value is out of our reference range. Please review.
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@ DFexplore - Add Query

Field

Reported Value | 180

Category

Status

Detail

Created

Modified

Resolved

Site: 99, Subject: 99007, Visit: Screening Visits, Page: Form 1

|Screer| 2: Reading 1 systolic

Test ~ Use |External

» |Newquery Type | Clarification

w

This value is out of our reference range, Please review,

Cancel

2. Click to apply the query to the Screen 2, Reading 1 systolic blood pressure field. Note that the field becomes blue. Examine the details in the Query window

that appears near the bottom left of the screen.

Query Test (external, ¢ ~ [E]+] * =T

Category: Test (external, clarification) ~
Detail: This value is out of our reference
range. Flease review.

Note: (none)

Status: Outstanding (Mew)

Created: data_coordinator 2025-04-30
14:33:03 UTC-04:00

Modified: data_coordinator 2025-04-30
14:33:03 UTC-04:00

screen. Click {Incomplete| to save the page.

Add a reason for Data Value to explain entered data

. Press to advance through the remaining fields on the page without making any changes. Press to advance to the save buttons at the bottom of the data

1. With BLOOD PRESSURE SCREENING VISITS as the active page, press to advance through the fields until Screen 2, Reading 1 systolic blood pressure

becomes the current field. Select > [Add Reason For Data Valug] or click [*] to open Reason for Data Value dialog.

@ DFexplore - Reasen for Data Value

Field

‘Sa’een 2: Reading 1 systolic

Old value ‘ 180

New \fa\ue‘ 180

Reason

Approved ~

Revert to Old Value

2. In the Reason field, enter The value 180 mmHg for systolic blood pressure has been confirmed. Clinical significance is being evaluated..
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0K

Cancel

Acceptance Test Manual

Page 134 of 332



@ DFexplore - Reasen for Data Value ? X

Field ‘Sa’een 2: Reading 1 systolic |

0ld value ‘ 130 |

New Va\ue‘ 180 |

: Approved ~
Reason | the yajue 180 mmHg for systolic bload pressure has been confirmed. Clinical significance is
being evaluated.|
Revert to Old Value Cancel

3. Click to apply the reason to the Screen 2, Reading 1 systolic blood pressure field. Note that this field is the current field and the field becomes orange.
Examine the details in the Reason window that appears near the bottom left of the screen.

Query| Test (external, ¢ ~ * | =

Category: Test (external, clarification) Lo
Detail: This value is out of our reference
range. Please review.

Note: (none)

Status: Pending

Created: data_coordinator 2025-04-30
14:34:38 UTC-04:00

Modified: data_coordinator 2025-04-30
14;35:29 UTC-04:00

Reason for Data Value * | =

Reason: The value 180 mmHg for systolic
blood pressure has been confirmed. Clinical
significance is being evaluated.

Status: Approved

Created: data_coordinator 2025-04-30
14:35:29 UTC-04:00

Reviewed: data_coordinator 2025-04-30
14:35:29 UTC-04:00

NOTE: If a user-defined Category Code is defined with auto-resolution in DFsetup, adding a reason to a field that has a query with such a category will change
the query status from outstanding to pending.

4. From the Screen 2, Reading 1 systolic blood pressure field, press to advance through the remaining fields on the page without making any changes. Press
to advance to the Save buttons at the bottom of the data screen to make them active. Click to save the page.

Edit an existing query

1. Select > [Queries]. Select [Show] > [Pending Queries] to display all pending queries for Site 99 - Hospital #99.

Site 99 - 1 pending queries modified on April 30, 2025

Site / Subject Visit : Page Field : Category Status & Replies
22 site 0 - DFnet (Er...
22 site 10 - Hospital ...
22 site 20 - Hospital ...
2% site 99 - Hospital ...
99007 Screening Visits : Form 1 Screen 2: Reading 1 systolic := 180 (Test) Pending

Detail: This value is out of our reference range. Modified by: data_coordinator 2025-04-30 14:34:38 UTC-04:00
Please review.

2. Double-click entry for subject 99007, Screening Visits: Form 1 to be taken directly to the page and the pending field.

3. In Data View, Select [Select] > [Change Mode & Level. In the dialog, set:

o Mode = Validate
o Save level =2 - Level 2

o Check Enable edit checks

@ DFexplore - Change Mode & Level ? *

Mode Validate ~

Save level | 2-Level 2 v Enable edit checks
Cancel
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4. Click to apply and close the Change Mode & Level dialog. The current field is Screen 2, Reading 1 systolic blood pressure.

5. Select > [Edit Query] or click [ * ]. In the dialog,

o Set Use as Internal

o Delete the existing text in the Detail field

o Enter See Reason for Data Value. in the Note field

Click to apply the edits.

@ DFexplore - Edit Query 7 *
Site: 99, Subject: 99007, Visit: Screening Visits, Page: Form 1

Field ‘Screen 2: Reading 1 systolic ‘

Reported Value ‘IBU ‘

Category Test ~ Use |Internal ~

Status » |Pend\ng Type |Clarification

Detail

Note See Reason for Data alue.

Created ‘data_cnnrdmatnr 2025-04-30 14:34:38 UTC-04:00

Maodified |data_coordinatar 2025-04-30 14:34:38 UTC-04:00 |

Resolved ‘ ‘

Cancel

6. From the Screen 2, Reading 1 systolic blood pressure field, press to advance through the remaining fields on the page without making any changes. Press
to advance to the save buttons at the bottom of the data screen to make them active. Click [Final).

7. Select > to close and exit DFexplore.
Delete a user-defined Query Category that is used by an existing query

1. Start DFsetup, login as data_manager and choose 254 Acceptance Test Study as described in “How to start DFsetup”.

2. Choose Normal Access and click [OK].

DFsetup - Access mode T =

Select Access mode:
() Developer Access
Use this mode to manage development & production study links.
Blocks setup and configuration operations by other users.
Blocks all data entry operations.
() Exclusive Access
Use this mode to create and assign modules and fields to plates.
Allows Add/fassign/Delete/Re-order modules and fields.
Allows editing of the Subject Alias Map.
Blocks all data entry operations.
(®) Normal Access
Use this mode to modify plate, style, module and field properties.
These operations can be performed by only one user at a time.
() configuration Files

Use this mode to Add/Modify sites, visit map, etc.
Subject Alias Map is wview only.
Each file can be modified by only one user at a time.

() view Only

Use this mode to view setup components currently in use.
Allows view and print operations only.

Cancel

3. Select > [Query Category Map).
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DFsetup - Query Category Map - Acceptance Test Study - m] x

View | Query Category Map v

Code Label Auto-Resolve Sort Query Category
1 Missing Yes o 1 % System Default
z Illegal Ves 0 Missing
Yes
3 Inconsistent Yes 0 SortOrder |0 B
4 Illegible Yes 0
5 Fax Noise Yes 0
6 Other Ves 0
21 Missing Page No 0
2 Overdue Visit Mo 0
23 EC Missing Page No 0
31 Monitor
30 Test
32 Clinical QC
Add Delets Import Search: |:| Revert Save Done

4. In the Query Category Map dialog, locate the entry that has Code 30 and Label Test. Click the entry to highlight it, then click |Delete|. Click [Save| and [Done|.

DFsetup - Query Category Map - Acceptance Test Study - m] X

View | Query Category Map ~

Code Label Auto-Resolve Sort Query Categary
1 Missing Yes 0 Code
2 legal = o Label [dinical oc |
Auto-Resolve No ~
3 Incansistent Yes 0 Sort Order ‘IU : |
4 lllegible Yes 0
3 Fax Noise Yes 0
6 Other Yes 0
21 Missing Page No 0
22 Overdue Visit No 0
23 EC Missing Page No 0
£l Monitor
32 Clinical QC No 10
Add Delete Import Search: l:l Revert Save Done

5. Select > to close DFsetup.
Delete a user-defined Category query

1. Start DFexplore, login as data_coordinator and choose 254 Acceptance Test Study as described in “How to start DFexplore”

2. Double-click the folder for Site 99 - Hospital #99 to display a list of available subjects. Double-click subject entry 99007 in the subject list to open the subject binder.
Locate the 0: Screening Visits visit for subject 99007 and double-click this entry. Press to advance through the fields until Screen 2, Reading 1 systolic blood
pressure becomes the current field. Examine the details in the Query window. If an existing query contains a user-defined category, and that category definition has
been removed from DFsetup, the query in DFexplore displays Query Category Code 30.
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Query Query Category ~ + * —

Category: Qu
clarification))
Detail: (none)

14:34:38 UTC-

14:45:20 UTC-

Note: See Reason for Data Value.
Status: Pending
Created: data_coordinator 2025-04-30

Modified: data_coordinator 2025-04-30

ery Category Code 30 (internal,

04:00

04:00

Reason for Data

Value * | —

blood pressure

Reason: The value 180 mmHg for systolic

significance is being evaluated.

Status: Approved

Created: data_coordinator 2025-04-30
14:47:27 UTC-04:00

Reviewed: data_coordinator 2025-04-30
14:47:27 UTC-04:00

has been confirmed. Clinical

3. Select > [Delete Query] or click [~ ].

4. Click to

perform the query deletion.

Field

Reported Value
Cateqory
Status

Detail

Note

Created
Modified

Resolved

@ DFexplore - Delete Query

Site: 99, Subject: 99007, Visit: Screening Visits, Page: Form 1

Screen 2: Reading 1 systolic

180

Query Category Code 30

Use Internal

Pending delete

Type Clarification

ason for Data Value

‘data_cnnrdmatnr 2025-04-30 14:34:38 UTC-04:00

‘data_coordmator 2025-04-30 14:45:20 UTC-04:00

Cancel

5. Click

@ DFexplore - C

in the confirmation dialog.

onfirm ? X

o This action will delete a field query.

OK to delete it?

6. Press
Click

Cancel

7. Click > [Exit] to exit DFexplore.

End Module 9. User-defined Query Category Types

o Return to the DFATK application. Click to confirm successful completion of Module 9. User-defined Query Category.

Module 10. Multiple Queries Per Field

Tests & Requirements

1. Submit PDF images to DFdiscover.

2. Enable multiple queries per field in DFsetup.

DFdiscover 5.10.0
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8.

. Retrieve submitted CRF in DFexplore Image View.

. Enter Plate 9 for Subject 99002.

. Apply multiple queries to a field.

. Select and edit an existing query in a field that has multiple queries.

. Select and reply to an existing query in a field that has multiple queries.

Select and delete an existing query in a field that has multiple queries.

Estimate of Time Required: 30 Minutes

Begin Module 10. Multiple Queries Per Field

1.

2. Click [10. Multiple Queries Per Field] followed by to begin this module.

Start DFATK as described in Module 1 (Installation & Initialization).

3. Click [Send ID 99002| to email a copy of ID99002-module10.pdf to site_monitor. Clicking more than once will result in multiple files arriving to your email inbox.

NOTE: Save the ID99002-module10.pdf file received via email to your local computer. This file is required to complete the remainder of this module. Refer to
“Creating user accounts and assigning study permissions.” as a valid email address is required for site_monitor to receive the module specific PDF files.

4. The following steps require exclusive access to the 254 Acceptance Test Study database. To facilitate exclusive access, close DFATK by clicking .

Submit PDF images to DFdiscover

1. Start DFsend, login as user site_monitor as described in “How to start DFsend”.

2. Click [Add]. From the Select PDF Files file selection dialog, locate the previously saved 1D99002-module10.pdf file. Select the file, click .

DFsend [site_menitor@explore.dfdiscover.com] - m] *
File  Help
File Name Status Add...
Z/inputs/ID98002-modulel0.pdf Remove
s
i
Send
Show Log

3. Click , enter site_monitor in the Username field and the previously assigned password in the Password field. Click .

DFsend - Verify Password ? x

A password is required to send PDFs.

Username |site_mnmtnr |

Password |--unu| |

ol

4. In the resulting Send PDFs to DFdiscover dialog, confirm 1 success and 0 failure are shown. Click .

DFdiscover 5.10.0

Acceptance Test Manual

Page 139 of 332



DFsend - Send PDFs to DFdiscover T x

Total 1 PDF files:

1 success
0 failure

5. Click [Show Log|to confirm successful transmission of the ID99002-module10.pdf file to DFdiscover.

5% DFsend [site_monitor@explore.dfdiscover.com - O x
p
File  Help
File Name Status Add...
Remove
..95:> 65
Send
I Hide Log
Send Log Total: 4 Sent: 4 Clear Log... Export Log...
File Name Status Send Date N
v Z/finputs/ID39002-module10.pdf sent  2021-02-16 12:3T:18
v Z:finputs/ID33002. paf sent  2021-02-16 10:5%:36
v Z/finputs/ID39006.pdf sent  2021-02-12 14:08:02
v [ftsclient/imagedata/atkstates/.val234_states/inputs/Welcome_Faxpdf sent  2021-02-12 11:33:49

6. Select [File] > [Exit|.
Enable multiple queries per field in DFsetup

1. Start DFsetup, login as user data_manager and choose 254 Acceptance Test Study as described in “How to start DFsetup”.

2. Choose Developer Access in the Access mode dialog, click .

DFsetup - Access mode ? ¥

Select Access mode:
(@) Developer Access
Use this mode to manage development & production study links.
Blocks setup and configuration operations by other users,
Blocks all data entry operations.
) Exclusive Access
Use this mode to create and assign modules and fields to plates.
Allows AddfAssign/Delete/Re-order modules and fields.
Allows editing of the Subject Alias Map.
Blocks all data entry operations.
() Normal Access
Use this mode to modify plate, style, module and field properties.
These operations can be performed by only one user at a time.
() Configuration Files
Use this mode to Add/Modify sites, visit map, etc.
Subject Alias Map is view only,
Each file can be modified by only one user at a time.
() view Only
Use this mode to view setup components currently in use.
Allows view and print operations only.

Cancel

3. The main window for DFsetup is displayed. Select [Study] > Global Settings].
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DFsetup - Global Settings ? X
Global  Help Fields Levels Guides Custom  ePRO

Study launched in the year

Reason for Data Change

Reasons for data change are required per field ~

DFexplore - Data View
Show next El MNew Subject binders
Enable New Subject creation

DFexplore
[ Run Edit checks in View mode

Multiple Queries
[ Allow Multiple Queries per field

‘When exporting module data, subject headers use
@® DFPID O Subject field name on plate

‘When exporting sub label, output no choice code label as
@® Setup defined label O Blank

eCRF

[[] Show red asterisk for required and essential fields

Navigation
[ Display field navigation taskbar

concel || aly

4. Click Global tab in the Global Settings dialog. Check (enable), if not already checked, Allow Multiple Queries per field. The warning message: This CANNOT be
undone once the Study Setup is saved is displayed.

DFsetup - Global Settings ? X

Global  Help Fields Levels Guides Custom  ePRO

Study launched in the year |1990

Reason for Data Change

Reasons for data change are required per field ~
DFexplore - Data View

Show next El MNew Subject binders

Enable New Subject creation

DFexplore
[ Run Edit checks in View mode

Multiple Queries

Allow Multiple Queries per field

This CANNOT be undone once the Study Setup is saved.
‘When exporting module data, subject headers use

@® DFPID O Subject field name on plate

‘When exporting sub label, output no choice code label as
@® Setup defined label O Blank

eCRF

[[] Show red asterisk for required and essential fields
Navigation

[ Display field navigation taskbar

cancel Apply

5. Click [OK] to close the Global Settings dialog.
6. Select > [Save [Required]), followed by [File] > [Exit]

Retrieve submitted CRF in DFexplore Image View

1. Start DFexplore, login as user data_coordinator and choose 254 Acceptance Test Study as described in “How to start DFexplore”
2. The main window for DFexplore is displayed. Select > [Image].
3. In the Automatic Retrieval dialog, set:

o Save level =1 - Level 1

o Check (enable) Enable Edit Checks

o Select = document

o By Age = Oldest

o Quantity __ documents = 10

o Check (enable) Repeat
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Confirm the settings.

Click

@ DFexplore - Automatic Retrieval

Save level | 1-level 1

Select ®) document
By Age @ oldest

Repeat

1images for selection, 0 in use

O page

O plate

() newest

Quantity documents

canca

4. The first image retrieved is the Adverse Event Report CRF.

@ DFexplore [data_coordinator@erplore.dfdiscover.com] Acceptance Test Study - Image

Fie Edt View Select Plate

1of1

Field  Window

Help

annRRRnlinrrrnrnn
Datarox 254 Prao 000
Namabor iae [ “Reportho."

L

ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event Start Date Intensity  Relationshipto  Action(s) ~ Outcome
Study Drug Taken

day  month  year
g

Is This A
Serious Event?

O Yes ® no

Descripton]

I Ny A iy B

2. CHANGES

During the study, use this form to record all changes in this Adverse Event untilit is resolved or the study ends for
this patient. Fax ail additions to this form immediately. and if the above event Is serious, cail the Clinical Safety

Switch to Data View

Query <

Previous Set Next Set

Reason for Data Value

Monitor immediately.
Date of Change Intensity to Action(s}) Outcome Is This A v
Fanenc Faent
Number [ 9] 9[[ 0] 0] 2 Inttials [ [A[M ReportNo. [0 [ [-[ ] D
o

T Event  Page
No. No.
ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT

Event Start Date Intensity  Relationshipta  Action(s) ~ Outcome Is This
day  month  year Study Drug Taken erious Event?
DD O ves M o
Description
2. CHANGES

During the study, use this form to record all changes in this Adverse Event until it s resolved or the study ends for
this patient. Fax all additions to this form immediately, and if the above event is serious, call the Clinical Safety
Monitor immediately.

Date of Change Intensity  Relationshipto  Action(s) Outcome
Study Drug Taken

LSLOCOIET] O

This A
Serious Event?

D [":":‘ D O ves O no

Vo1

Legal values are: 199

Enter Plate 9 for Subject 99002

1. The Adverse Event Report No. field is highlighted as the current field. Enter the value from the CRF image if it is not already correctly auto-filled. Press
advance to the AE Identifier field. The AESEQNUM2 edit check executes upon entry to the AE Identifier field. The data value in the field is updated.

@ oFeplore dsta_coordinstor@erplore didiscovercom] ATK - Image

Fle Edt View Select Plate

1of1

ImageD  Subject Visit

Previous Set Next Set

Switch to Data View

Query| v

Field  Window  Help

Plate

(AU RRRENENEEE INN |
Dataoxt2st Prao 1008
Nambr s [ " Repartor

L Event  Page
No. o
ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event Start Date Intensity  Relationshipto  Action(s)  Outcome Is This A
day  month  year Study Drug Taken Serious Event?

|

Descripton ]

2. CHANGES
During the study, use this form to record all changes in this Adverse Event unti it is resolved or the study ends for
this patient. Fax all additions to this form immediately, and if the above event is serious, call the Clinical Safety
Monitor immediately.

O ves ® no

Reason for Data Value

Status:

UTC-04:00

08:51:35 UTC-04:00

Reason: Set by edit check AESEQNUM2
pprove
Created: data_coordinator 2025-09-25 08:51:35

Reviewed: data_coordinator 2025-09-25

Date of Change Intensity ~ Relationship to  Action(s) Outcome Is This A
" Study Drug Taken Serious Event? 2
DataFax #254 Plate #003
Patient Patient Adverse Event
Number Initials eport No.
FML Event  Pago
No.  o.
ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event Start Date Intensity  Relationshipto  Action(s)  Outcome Is This A
day  month Study Drug Taken Serious Event?
DE‘ O ves M no
Description
2. CHANGES

During the study, use this form to record all changes in this Adverse Event until it is resolved or the study ends for
this patient. Fax all additions to this form immediately, and if the above event is serious, cal the Clinical Safety
Monitor immediately:
Date of Change Intensity  Relationshipto  Action(s) ~ Outcome s This A
Study Drug Taken Serious Event?
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2. Press to advance to the Patient Number field.

3. Beginning at the Patient Number field, correctly enter the data per the CRF image, up to and including the Intensity field. Tabbing from the Intensity field, a user-
defined edit check executes and the dfaddqc: Severity dialog is displayed.

@ DFexplore - dfaddqc: Severity

? X

Site: 92, Subjeck: 23002, Visit: Adverse Event 1 Page 1, Page: Form 2, AE Report 011

Field

Reported Value |4

Category
Status

Detail

Note

Created
Modified

Resolved

4. Click to apply the edit check. The field becomes blue, and the next field Relationship to Study Drug becomes the current field.

5. Correctly enter each data field on the page per the CRF image, up to and including the Description field.

|DE5CRIP‘I‘[DN: Intensity

Clinical QC

Use |External ~

» | Mew query

Type Correction ~

This severity intensity is greater than 3. Please update the value once further

information is available.

Do not enter any text in the Description field as the corresponding field on the CRF image is blank. Upon tabbing off this field, the dfaddqc: MissingQC dialog

appears.

Confirm that Missing is displayed in the Category field.

@ DFexplore - dfaddqc: MissingQC

? X

Site: 99, Subject: 99002, Visit: Adverse Event 1Page 1, Page: Form 9, AE Report 011

Field

Reported Value |

Category
Status

Detail

Created
Modified

Resolved

6. Click . This applies the edit check to the Description field. The field becomes blue, and the AECOTERM becomes the current field.
7. From the AECOTERM field, press through all remaining fields until the Investigator's Signature field becomes the current field.

Tabbing from the Investigator's Signature field, the DFlookup: investigators dialog appears. Highlight Dr. John Snow and click .

|DE5CRIP’I‘ION: AE Description

Missing Use | External ~
» |Newquery Type Correction ~
Cancel
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@ DFexplore - DFlockup: investigators ? X

Search terms | @ |
entries with () ANY (@ ALL () OMLY search terms in the following fields

Lockup Fields Current Selection
Acronym 5
O Result Dr. John Snow

Find Previous Filter Reset

Acronym  Result

oLs Dr. David Sackett
REH Dr. Brian Haynes
SF Dr. Sigmund Freud

Cancel
8. Enter the Date field value. Press to advance to the save status bar to make it active. Click {Incomplete| to save the changes.
Apply multiple queries to a field

1. With the Adverse Event Report displayed as the current page, make the page active by clicking anywhere on the page background using the mouse. Press to
advance through the fields until Description becomes the current field. Note that the Description field is blank and has an unresolved query with the category
Missing (external, correction). Enter the text Nausea, ??? and fever.

Description [Nausea, ?7? and fever

2. Select > [Add Query] or click * . In the dialog, confirm Category type Missing is disabled. Set:

o Category = Other

o Use = External

o Type = Correction

o Status = New query

o Detail = Please clarify the word after nausea. The description provided through email is 'Nausea, vamit and fever'. Do you mean Vomit instead?

NOTE: Multiple queries can be added to a single field, but each query must have a unique Query Category type. Therefore, a Category will be disabled if it has
been previously used on the same field where a new query is to be added.

@ DFexplore - Add Query ? *

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Page: Form 9, AE Report 011

Field |DESCRIP‘I‘IDN: AE Description |

Reported Value |Nausea, 727 and fever |

Category Other ~ Use |External ~
Status lz‘ |_|| MNew query Type | Correction hd
Detail Please darify the word after nausea. The description provided through email is ‘Nausea,

wvamit and fever'. Do you mean Vomit instead?|

Created | |

Modified | |

Resolved | |

Cancel

3. Click to apply the query. Confirm that the Description field is the current field with the query count '2' displaying on the top left corner of the field widget, and the
field becomes blue.
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[ieeenran Nausea, 227 and fever

. With the focus still on the Description field, examine the details in the Query window that appears at the bottom left corner of the main data entry screen.

Previous Set Mext Set

Switch to Data View

Query Other (external, cor ~ |_|F||T“T"_

Category: Other (external, correction)

Detail: Please clarify the word after nausea. The
description provided through email is 'Hausea,
vamit and fever'. Do you mean Vomit instead?
Note: (none)

Status: Outstanding (New)

Created: data_coordinator 2025-04-30 15:01:41
UTC-04:00

Modified: data_coordinator 2025-04-30 15:01:41
UTC-04:00

Reason for Data Value

Missing \.’alue| |

5. Select > [Add Query] or click * to add the third query to the Description field. In the dialog, set:

o Category = Monitor

o Use = External

o Type = Correction

o Status = New query

Detail = Nausea and fever are two separate adverse events and should be reported in different CRFs. Please review.

@ DFexplore - Add Query T x

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Page: Form 9, AE Report 011

Field [pEscrIPTION: AE Description |

Reported Value |Nausea, 777 and fever |

Category Monitor ~ Use |External ~
Status |I|ij|Naw query Type | Correction hd
Detail

Nausea and fever are two separate adverse events and should be reported in different
CRFs, Please review,|

Created | |

Modified | |

Resolved | |

6. Click to apply the query. Confirm that the Description field is the current field with the query count 3 displaying on the top left corner of the field widget, and the
field becomes blue.

3

Descrip[io Nausea, ??? and fever

7. With the focus still on the Description field, examine the details in the Query window that appears at the bottom left corner of the main data entry screen.
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Previous Set Next Set
Switch to Data View

Query Monitor (external, o + k|-

Category: Monitor (external, correction)
Detail: Nausea and fever are two separate
adverse events and should be reported in
different CRFs. Please review.

Note: (none)

Status: Outstanding (New)

Created: data_coordinator 2025-04-30 15:03:42

UTC-04:00

Modified: data_coordinator 2025-04-30 15:03:42
UTC-04:00

Reason for Data Value [+
Missing Value|

NOTE: The query list reflects the query sort order that has been defined by the user in DFsetupQuery Category Map.

8. Press to exit the Description field, the DFlookup: aecodes window appears. Click in the window to close the dialog. The next field AECOTERM becomes

the current field.

@ DFexplore - DFlockup: aecodes

Search terms | @ |

entries with () ANY @ ALL () OMLY search terms in the following fields

Lockup Fields Current Selection

4-55TOOLS A DAY

ABD BLOATING SENSATION
ABD BELOATING

ABD CRAMPING

ABD CRAMPS

ABD DISCOMFORT

ABD DISTENSION

<

Acronym (INCR GAS) FLATULENCE
O Result FLATULEMCE, 428 DIGESTIVE,3

Find Previous Filter Reset
Acronym Result G
(INCR GAS) FLATULENCE FLATULENCE 428 DIGESTIVE,3

DIARRHEA,301,DIGESTIVE,3
FLATULENCE, 428 DIGESTIVE,3
FLATULENCE, 428 DIGESTIVE,3

ABDOMINAL CRAMPS,2005,DIGESTIVE,
ABDOMINAL CRAMPS, 2005, DIGESTIVE,
ABDOMINAL PAIN,837,BODY AS AWH
ABDOMEN EMLARGED,1,BODY AS AW

9. Press to advance through the remaining fields on the page without making any changes. Press to advance to the save buttons at the bottom of the data

screen to make them active. Click {Incomplete|.

Select and edit an existing query in a field that has multiple queries

1. With the Adverse Event Report page still active, Select

all Image records. Select

w| > (Qu

been applied to the AE Description field for Subject 99002.

DFdiscover 5.10.0

Acceptance Test Manual

View] to open the Queries View window. In the resulting confirmation dialog, click
> [All Queries|. Double-click Site 99 - Hospital #99. Locate and confirm that the Queries window displays the three queries that have

to release
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@ oFexplore

Fle  View Show  Query

Window  Help

Test Study - All Records

Site / Subfect
&2 site 0 - DFnet (Error Monitor)
&2 site 10 - Hospital #1
&2 site 20 - Hospital 22

Site 99 - 8 queries (1 resolved and 7 outstanding) modified between Apri 15, 2009 and Apri 30, 2025

Visit : Page

Field : Category

Status & Replies

99 - Hospital #99

[ s9001

§ 9so01

§ 9s002

g 99002

§ 99002

§ 95002

g 9002

§ 99004

Screening Visis : Form 1

Baseline : Form 2

Baseline : Form 2

Adverse Event 1 Page 1 : Form 9, AE Report 011

Adverse Event 1 Page 1 : Form 9, AE Report 011

Adverse Event 1 Page 1 : Form 9, AE Report 011

Adverse Event 1 Page 1.: Form 9, AE Report 011

Baseline : Form 2

5. Patient has signed informed consent := Yes
(other)

Detail: We have not received this patient's
informed consent form. Please send it by fax or
email without delay.

Smoking Status := blank (Missing)

Date of Birth (dd/mm/yy) := 05/12/49
(inconsistent

Detal: Bith date does not match age on Form 1
DESCRIPTION: Intensity := 4 (Clincal QC)

Detai: This severty intensity is greater than 3.
Please update the value once further information
is avalable.

DESCRIPTION: AE Description : (Missing)

DESCRIPTION: AE Description := Nausea, 772 and
fever (Other)

Detail: Please clarify the word after nausea. The
description provided through email is "Nausea,
vamit and fever'. Do you mean Vomit instead?
DESCRIPTION: AE Description := Nausea, 777 and
fever (Monitor)

Detail: Nausea and fever are two separate adverse
events and should be reported in different CRFs.
Please review.

Pulse beats/minute : (Missing)

Outstanding (New)
Modified by: valid1 2016-10-07 13:47:03 UTC-04:00

Outstanding (New)
Modified by: valid1 2009-04-15 15:08:54 UTC-04:00
Outstanding (New)

Modified by: validl 2016-10-27 13:

:26 UTC-04:00

Outstanding (New)
Modified by: data_coordinator 2025-04-30 15:00:47 UTC-04:00

Resolved corrected

Resolved by: data_coordinator 2025-04-30 15:05:00 UTC-04:00
Outstanding (New)

Modified by: data_coordinator 2025-04-30 15:05:00 UTC-04:00

Outstanding (New)
Modified by: data_coordinator 2025-04-30 15:05:00 UTC-04:00

Outstanding (New)
Modified by: valid1 2009-04-15 15:20:24 UTC-04:00

2. Select [Show| > [Outstanding Queries].

99002 are displayed.

Locate and confirm that two unresolved queries with categories Other and Monitor on the AE Description field of Subject

@ oFexpl

Fle  View Show  Query

Test Study - All Records

Window  Help

Site / Subject
&2 site 0 - DFnet (Error Monitor)
&2 site 10 - Hospital #1
22 site 20 - Hospital 22

Site 99 - 7 outstanding queries modified between April 15, 2009 and Apri 30, 2025

Visit : Page

Field : Category

Status & Replies

99 - Hospital #99

[ s900

g 9so01

§ 95002

g 99002

§ 99002

g o002

§ 99004

Screening Visis : Form 1

Baseline : Form 2

Baseline : Form 2

Adverse Event 1 Page 1 1 Form 9, AE Report 011

Adverse Event 1 Page 1 : Form 9, AE Report 011

Adverse Event 1 Page 1 : Form , AE Report 011

Baseline : Form 2

5. Patient has signed informed consent := Yes
(other)

Detail: We have not received this patient's
informed consent form. Please send it by fax or
email without delay.

Smoking Status := blank (Missing)

Date of Birth (dd/mm/yy) := 05/12/49
(inconsistent)

Detal: Bith date does not match age on Form 1
DESCRIPTION: Intensity := 4 (Clnical QC)

Detail: This severty intensity is greater than 3.
Please update the value once further information
is avalable.

DESCRIPTION: AE Description := Nausea, 777 and
fever (0ther)

Detal: Please clarify the word after nausea. The
description provided through email is "Nausea,
vamit and fever'. Do you mean Vomit instead?
DESCRIPTION: AE Description := Nausea, 772 and
fever (Monitor)

Detail: Nausea and fever are two separate adverse
events and should be reported in different CRF.
Please review.

Pulse beats/minute : (Missing)

Outstanding (New)
Modified by: valid1 2016-10-07 13:47:03 UTC-04:00

Outstanding (New)
Modified by: valid1 2009-04-15 15:08:54 UTC-04:00
Outstanding (New)
Modified by: valid1 2016-10-27 13:57:26 UTC-04:00

Outstanding (New)
Modified by: data_coordinator 2025-04-30 15:00:47 UTC-04:00

Outstanding (New)
Modified by: data_coordinator 2025-04-30 15

200 UTC-04:00

Outstanding (New)
Modified by: data_coordinator 2025-04-30 15:05:00 UTC-04:00

Outstanding (New)
Modified by: valid1 2009-04-15 15:20:24 UTC-04:00

3. Double-click entry containing the query category Other in the Description field of Subject 99002, Adverse Event 1 Page 1: Form 9, AE Report 011.
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@ DFecplore [data Test Study - All Records - o x
Fle Edt View Select Show Subject Vist Plate Field Window Help

[T TR TR ] i

22 site 0 - DFnet (Error Monitor) A DataFax #254
Yy
22 site 10 - Hospital #1
Patient Patient Adverse Event

2. Site 20 - Hospital 22 Number | 9 9 0 0 2 inifials JAM Report No. -

&7%site 99 - Hospital 299 oMot Fage
.2 99001 ADVERSE EVENT REPORT
v & 99002 1. DESCRIPTION OF ADVERSE EVENT
0: Screening Visits Event Start Dato Intonsity  Rolationshipto  Action(s)  Outcome Is This A
{1 Baseline day  month  year Study Drug Taken Serious Event?

14

Descripion

2. CHANGES

g O ves ®no

During the study, use this form to record all changes in this Adverse Event until it is resolved of the study ends for
this patient. Fax ai additions to this form immediately, and if the above event is serious, call the Ciinical Sefety
Monitor immediately.

Date of Change Intensity  Relationshipto  Action(s) Outcome Is This A
dey th . dy raken Serious Event?
| — — | arr — A
12 99003 ~
12,5908 TITLIRIRNRREE DN
® cconr o DataFax #254 Plate #008
Return to Queries View Patient Patient Adverse Event
Rimser it Reporc o
Swich to st View -
Query| Other (external, v bl B ADVERSE EVENT REPORT
Category: Other (external, correction) 1. DESCRIPTION OF ADVERSE EVENT
Detail: Please clarify the word after nausea.
The description provided through email is Event Start Date Intensity  Relationshipto  Action(s)  Outcome Is This A
‘Nausea, vamit and fever'. Do you mean Vomit ar Study Drug Taken Serious Event?
nsendy
Hote: (rone) 11 Oves W
Status: dsanding (ew)
Created: data_coordinator 2025-04-30
15:05:00 UTC-04:00 Description
Modified: data_coordinator 2025-04-30
ittt
2. CHANGES
I = During the study, use tis form to record ailchanges i s Adverse Evert unl s resolved a the study ends for
ihis patont. Fan ll adoions to s form meciatoy, e above event s Sarous, il e il oty
Monitor immediately.
Date of Change Intensity  Relationshipto  Action(s) Outcome Is This A
day  month  year Study Drug Taken Serious Event?
rrarriarr —m —m | — - A2
mi1-~1] ol 1|

Missing Value| .| |Last save: 2025-04-30 15:05:00 UTC-04:00 Legal values are: (undefined)

4. Select [Select] > [Change Mode & Level|. In the dialog, set:

o Mode = Validate
o Save level =2 - Level 2
o Check (enable) Enable edit checks

Click

to apply the changes.

@ DFexplore - Change Mode & Level ? *
Mode Validate v
save level |2 -Level 2 ~ Enable edit checks

Coce

5. Delete the text ??? in the description field and enter vomiting instead. Examine the query window. From the Query drop-down choose Other (external, correction)

query in the query list.

Query Other (external, ~ + k| =

Category: Other (external, correction)
Detail: Please clarify the word after nausea.
The description provided through email is
'Nausea, vamit and fever'. Do you mean Vomit
instead?

Note: (none)

Status: Outstanding (Mew)

Created: data_coordinator 2025-04-30
15:05:00 UTC-04:00

Modified: data_coordinator 2025-04-30
15:05:00 UT'C-04:00

6. With the focus on the Other (external, correction) query Description field, select
o Select Pending from the Status pull-down.
o Enter The correction was provided via email. in the Note field.

Click to apply the edits.

> [Edit Query), or click the * to open the dialog. set:
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@) DFexplore - Edit Query

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Page: Form 9, AE Report 011

? X

Field ‘DESCRIPTION: AE Description

Reported Value ‘Nausea, ?7? and fever

Category Other Use |External ~
Status > |Pendmg Type | Correction ™
Detail

is 'Nausea, vamit and fever'. Do you mean Yomit instead?

Flease clarify the word after nausea. The description provided through email

Note The correction was provided via email

Created [data_coordinator 2025-04-30 15:05:00 UTC-04:00 \
Modified |data_coordinatar 2025-04-30 15:10:18 UTC-04:00 |
Resolved ‘

Cancel

Select and reply to an existing query in a field that has multiple queries

1. Select Monitor (external correction) from the Query pull-down to make the query active.

Query Monitor (externa ~ EncIE|

Category: Monitor (external, correction)
Detail: Mausea and fever are two separate
adverse events and should be reported in
different CRFs. Please review.

Note: (none)

Status: Outstanding (Mew)

Created: data_coordinator 2025-04-30
15:05:00 UTC-04:00

Modified: data_coordinator 2025-04-30
15:05:00 UT'C-04:00

2. Select - > |Reply to Query| or click lto open the dialog. Enter Fever will be removed to a different Adverse Event Report form. in the New Reply field.

@ DFexplore - Reply to Query ? X

Field DESCRIPTION: AE Description

Reported Value (Nausea, 727 and fever

Category Monitor
Detail

Nausea and fever are two separate adverse events and should be
reported in different CRFs. Please review.

MNew Reply Fever will be removed to a different Adverse Event Report form.|

Conce

3. Click [OK] to close the dialog. Examine the information present in the Query window.

Query Monitor (externa + * —

Category: Monitor (external, correction)
Detail: Nausea and fever are two separate
adverse events and should be reported in
different CRFs. Please review.

Hote: (none)

Reply: data_coordinator 2025-04-30
15:12:18 UTC-04:00

Fever will be removed to a different Adverse
Event Report form.

Status: Pending

Created: data_coordinator 2025-04-30
15:05:00 UTC-04:00

Modified: data_coordinator 2025-04-30
15:12:18 UTC-04:00
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Select and delete an existing query in a field that has multiple queries

1. Choose Missing (external, correction) from the Query pull-down list. The query list in the query window displays the Missing (external, correction) query. Confirm
that the first query is defined with Category: Missing (external, correction) and a Status: Resolved corrected.

Query Missing (externa ~ [=] + [ * =]

Category: Missing (external, correction)
Detail: (none)

Hote: (none)

Status: Resolved corrected

Created: data_coordinator 2025-04-30
15:00:47 UTC-04:00

Modified: data_coordinator 2025-04-30
15:00:47 UTC-04:00

Resolved: data_coordinator 2025-04-30
15:09:05 UTC-04:00

2. Select > [Delete Query| or click ~ to open the Delete Query dialog.

@ DFexplore - Delete Query ? X
Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Page: Form 9, AE Report 011

Field ‘DESCRIPTION: AE Description

Reported Value

Category Missing Use External

Status Pending delete Type Correction

Detail

Note
Created ‘data_cnnrdmatnr 2025-04-30 15:00:47 UTC-04:00 ‘
Maodified |data_coordinatar 2025-04-30 15:00:47 UTC-04:00 |
Resolved data_coordinator 2025-04-30 15:09:05 UTC-04:00 \

Cancel

3. Click [OK] to perform the query deletion.

@ DFexplore - Confirm ? X

0 This action will delete a field query.

OK to delete it?

Cancel

4. Click in the Delete Query confirmation dialog. Confirm that the Description field remains as the active field and has the query count 2 displaying on the top
left corner of the field widget.

Description

5. Press to exit the Description field, and a DFlookup: aecodeswindow appears. Click in the window to close the dialog. The next field AECOTERM
becomes the current field.
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@ DFexplore - DFlockup: aecodes ? X

Search terms | @ |
entries with () ANY (@ ALL () OMLY search terms in the following fields

Lockup Fields Current Selection

Acronym (INCR GAS) FLATULENCE
O Result FLATULENCE 428 DIGESTIVE, 3

Find Previous Filter Reset
Acronym Result D
(INCR GAS) FLATULENCE FLATULENCE, 428 DIGESTIVE,3
4-5S5TOOLS A DAY DIARRHEA, 301, DIGESTIVE,3
ABD BLOATING SENSATION FLATULENCE, 428 DIGESTIVE,3
ABD BLOATING FLATULENCE, 428 DIGESTIVE,3
ABD CRAMPING ABDOMINAL CRAMPS,2005, DIGESTIVE,
ABD CRAMPS ABDOMINAL CRAMPS,2005,DIGESTIVE,
ABD DISCOMFORT ABDOMINAL PAIM,831,BODY AS AWH
ABD DISTENSION ABDOMEN EMLARGED,1,BODY AS AW
et s easee e e ann P eeT e 5 ¥

o
6. Press to advance through the remaining fields on the Adverse Event Report page until the Incomplete| at the bottom of the screen becomes active. Click
J

ncomplete| to save the modified page.

7. Select > to close and exit DFexplore.

End Module 10. Multiple Queries Per Field

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click to confirm successful completion of Module 10. Multiple Queries Per Field.
Module 11. Data Review

Tests & Requirements

1. Retrieve all data for Site 99 that exists at level 3.

2. Review and approve a pending reason for data value, and approve a selected query in a field that has multiple queries.

3. Review and move approved reasons for data values to a higher workflow level, and review queries in a field that has multiple queries.
4. Data review and add a query to inconsistent data.

5. Review and complete pending data for Subject 99007.

6. Confirm audit trail information for reviewed and modified data.

7. Run batch edit checks to verify data integrity.

8. Use a data expression to retrieve specific subject information.

9. Use cross-plate data criteria to retrieve specific subject information.

Estimate of Time Required: 20 Minutes

Begin Module 11. Data Review

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click [11. Data Review] followed by [Begin] to begin this module.

3. Click [Send ID 99007| to email a copy of ID99007_module11.pdf to site_monitor. Clicking more than once will result in multiple pages arriving to your email inbox.

NOTE: Refer to “Creating user accounts and assigning study permissions.” as a valid email address is required for site_monitor to receive the module specific
PDF files.

Retrieve all data for Site 99 that exists at level 3

1. Start DFexplore, login as user data_manager and choose 254 Acceptance Test Study as described in “How to start DFexplore”

2. Select [Select] > [By Data Fields] from the menubar to open the Select By Data Fields retrieval dialog. In the dialog, set:

o Mode = Validate

o Save level = 4 - Level 4
DFdiscover 5.10.0 Acceptance Test Manual Page 151 of 332



o Search = Data
o Level =3

o Check (enable) Enable edit checks

@ DFexplore - Select by Data Fields 7 x
Mode validate ~
Save Level 4-level 4 ~ Enable edit checks

Search @) Data ) Query () Reason () By program

Status [ Final [1 incomplete [] Pending [] Missed
Site \ Il

Subject

Wisit

Plate

Creation

Modification

\
\
\
Level ‘3\ ‘
\
\
\

Pattern

Expression

Build Set Clear Cancel

3. Click [Dong]. In the confirmation dialog, click [OK] to retrieve data records that match the criteria.

@ DFexplore - By Data Fields ? X

0 7 data records match the search driteria.

[ bon't show this again
=

4. Double-click entry for Subject 99002 to open the subject binder.

@ DFexplore [data_manager@explore dfdiscover.com] Acceptance Test Study - Task By Data Fields

File  Edit View Select Show  Subject Visit Plate Field Window Help

e RRRRRRRILLL P rrmetrrerenl
DataFax #254 Plate #001 Visit #000

Mssngvale ][] Lastsave: 10/30/2016 16156254 Task: 0f7) First 2 boxes = center number

&%5ite 99 - Hospital £99
.2 ss001
Patient Patient
@
~ 4128 99002 Number 9 900 2 Initials
v 0: Screening Visits L
BLOOD PRESSURE SCREENING VISITS
~ .y 1: Baseline
W 2:Form2 Age years Sex Male Race ® Caucasian
v .y @101 : Adverse Event 1 Page 1 ® Female O African Ametican
R 4 9: Form 9, AF Report 011 O psian
99003
s O omerspeaty ]
{2, 99004
{2 99007 systolic diastolic v
DF/Net ~
Test Study 254 Example Blood Pressure Trial Form 1
—
I T P innnnnnl I-I—HV\H‘I'HAM\MW
ST DataFax # 254 Plate # 001 Sequence # 000
Query v +| Patient Patient
- Number Lo]o] 2] iniiats (1 |A[M]
F M L
BLOOD PRESSURE SCREENING VISITS
Age years sex [X] Male Race [x] caucasian
Rezzon Bl [ Female [ African American
[ asian
O other, specify:
v
vi3—4] Final Incomplete Pending i ED

Review and approve a pending reason for data value, and approve a selected query in a field that has multiple

queries

1. 1: Form 1 (BLOOD PRESSURE SCREENING VISITS) for Subject 99002 is the active page. Press to advance to the Sex field. Examine the information in the

Reason for Data Value window.
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Reason for Data Value EE

Reason: Value changed to Female during
double data entry.

Status: Pending

Created: validl 2016-10-30 16:56:54
UTC-04:00

Reviewed:

2. Select > [Approve Queries and Reasons| Examine the information in the dialog.

@ DFexplore - Approve Queries and Reasons - X

Site: 99, Subject: 99002, Visit: Screening Visits, Plate: Form 1

Field  Reason Category  Status

Reported Value|female
Category Missing Use Type
Detail
Note:
Reply
Status [

v \
Value changed to Female during double data entry.

validl 2016-10-30 16:56:54 UTC-04:00

Status [» | [Pending

MEEZII

Previous Next Save Revert

3. Select Approved from the Status pull-down. Confirm that the approved reason shows ****.

@ DFexplore - Approve Queries and Reasons - X

site: 99, Subject: 99002, Visit: Screening Visits, Plate: Form 1

Field Reason Category  Status

Reported Value|female

Category Missing Use Type

Detail

Note.

Reply

Status [

v \

Value changed to Female during double data entry.

validl 2016-10-30 16:56:54 UTC-04:00

Status [» |1[Approved
v[3+4|  [data_manager 2025-05-01 08:28:14 UTC-04:00
Frevious Next Sove Revert

. Click [Save]

. Do not make any other changes to the data on the current page and press _

and [Doneg] to close the dialog.

to advance to the save buttons. Click to save the page and its reason at level 4.
. Click 9: Form 9, AE Report 011.

N o o s

. Click anywhere on the page background to make the fields active. Press to advance to the Description field. Examine the information displayed in this field and
the information in the corresponding Query window.
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Query Other (external, ~ ’—"T”?“T“:

Category: Other (external, correction)
Detail: Please clarify the word after nausea.
The description provided through email is
'Nausea, vamit and fever'. Do you mean Vomit
instead?

Note: The correction was provided via email.
Status: Pending

Created: validl 2016-10-30 14:13:03
UTC-04:00

Meodified: validl 2016-10-30 17:05:59
UTC-04:00

Reason for Data Value EE

Reason: Fever has been removed to a
different Adverse Event Report during double
data entry.

Status: Pending

Created: validl 2016-10-30 17:05:59
UTC-04:00

> [Approve Queries and Reasons|. Select the Monitor query. Examine the information in the dialog.

@ DFexplore - Approve Queries and Reasons - X

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Plate: Form 9, AE Report 011

Field Reason Category  Status

DESCRIPTION: AE Description (| Other 3: External - Pending

Reported Value Nausea, 777 and fever
Category Monitor Use |External ~| Type |Correction  ~
Detail Nausea and fever are two separate adverse events and should be reported in different

CRFs. Please review.

Note

validl 2016-10-30 14:13:03 UTC-04:00

Reply Fever will be removed to a different Adverse Event Report form.

‘vahdl 2016-10-30 14:23:13 UTC-04:00

Status [»|[[pending
\

MEES]

Fever has been removed to a different Adverse Event Report during double data entry.

validi 2016-10-30 17:05:59 UTC-04:00
Status [» |/ [Pending

M=

Frevious Next Save Revert

9. Select Resolved corrected from the Status in the Query section. Confirm that the CRF will be moved from level **=* and Status from Pending to Resolved
corrected.

@ DFexplore - Approve Queries and Reasons - X

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Plate: Form 9, AE Report 011

Field Reason Category  Status

DESCRIPTION: AE Description [l other 3: Bxternal - Pending

Reported value|Nausea, 77 and fever

Category Monitor Use | External ~| Type Correcion -

Detail Nausea and fever are two separate adverse events and should be reported in different
CRFs. Please review.

Note.

validl 2016-10-30 14:13:03 UTC-04:00

Reply Fever will be removed to a different Adverse Event Report form.

[validt 2016-10-30 14:23:13 UTC-04:00
Status [»]1[Resolved corrected
| data_manager 2025-05-01 08:32:07 UTC-04:00

Fever has been removed to a different Adverse Event Report during double data entry.

validt 2016-10-30 17:05:59 UTC-04:00
Status [» ]|[Pending

M=)

ez e s | [reen

10. Click . The Approve Queries and Reasons dialog changes from displaying the query with category Monitor to displaying the query with category Other as
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shown. Click |D

@ DFexplore - Approve Queries and Reasons.

Field Reason

DESCRIPTION: AE Description

site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Plate: Form 9, AE Report 011

- X

Category _ Status

Other 3: External - Pending

Reported Value|Nauses, 72 and fever

Category Other

Use | External | Type [Correction -

Detail Please clarify the word after nausea. The description provided through email is 'Nausea,
vamit and fever'. Do you mean Vomit instead?

Note The corraction was provided via email.

validl 2016-10-30 14:13:03 UTC-04:00

Reply

Status [»|[[pending
\

Vo=t

Fever has been removed to a different Adverse Event Report during double data entry.

validl 2016-10-30 17:05:59 UTC-04:00

Status [» || [Pending

NEEZI

Previous Next

Save Revert

11. Press to exit the Description field. Upon leaving the field, the DrugLookup edit check is executed and the DFlookup:AECODES dialog appears. Click [Cancel).

& DFexplore - DFlockup: aecodes

7 X

Search terms | @ |

entries with (_) ANY (@ ALL () OMLY search terms in the following fields

Lockup Fields Current Selection

Acronym (INCR GAS) FLATULENCE
0 Resuht FLATULENCE 428, DIGESTIVE 3

Find Previous Filter

Reset

Acrenym

(INCR GAS) FLATULENCE
4-55TOOLS A DAY

ABD BLOATING SENSATION
ABD BLOATING

ABD CRAMPING

ABD CRAMPS

ABD DISCOMFORT

ABD DISTENSION

<

Result )

FLATULENCE, 428 DIGESTIVE,3
DIARRHEA,301,DIGESTIVE,3
FLATULENCE, 428 DIGESTIVE,3
FLATULENCE,428,DIGESTIVE,3
ABDOMINAL CRAMPS, 2005, DIGESTIVE,
ABDOMINAL CRAMPS,2005, DIGESTIVE
ABDOMINAL PAIN,837,BODY AS AWH
ABDOMEN ENLARGED,1,BODY AS AW

12. Do not make any other changes to the data and press to advance to the save buttons. Click (Incomplete|to save the page at level 4.

Review and move approved reasons for data values to a higher workflow level, and review queries in a field that

has multiple queries

1. Double-click Subject 99002. Select entry for 2 : Form 2. Select > [Review Queries and Reasons] to review all queries and reasons that are present on the page.

DFdiscover 5.10.0
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@ DFexplore - Review Queries and Reasons

site: 99, Subject: 99002, Visit: Baszline, Plate: Form 2

Field Reason ~ Category ~ Status
Date of Birth (dd/mm/yyyy)

weight (kg) | 3:approved

Height (cm) | 3:Approved v

Reported value[3am

Category |Missing Use Type
Detail
Note:
Reply
Status

v \
Set by edit chack Setinic

validi 2016-10-30 17:11:44 UTC-04:00

Status [» |1 Approved

viz—4]  [validt 2016-10-30 17:11:44 UTC-04:00

X Hex =

2. Working with the highlighted entry for Patient Initials, confirm that the Status is set to Approved and the level button displays ****. Click “*** to move the
approved reason from level 3 to level 4 without making any other modifications.

@ DFexplore - Review Queries and Reasons - X

Site: 99, Subject: 99002, Visit: Baseline, Plate: Form 2

Field Reason ~ Catsgory  Status
Patient Initials | a:approved

Date of Birth (dd/mm/yyyy)

Height (cm) | 3:approved v
Reported Valug|074.6
category Missing Use Type
Detall
Note
Reply
Status [

v
Set by edit check WeightEquiv

valid 2016-10-27 13:57:26 UTC-04:00

Status [» |1 [Approved

via—+4| [data_manager 2025-05-01 08:36:14 UTC-04:00

=1l =

Previous HNext

3. Select the 3rd Reason entry Weight (kg). Confirm that the Status is set to Approved and **~* is displayed. Click **~* to move the approved reason from level 3 to
level 4 without making any other modifications.
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@ DFexplore - Review Queries and Reasons

site: 99, Subject: 99002, Visit: Baszline, Plate: Form 2

Field Reason ~ Category ~ Status
Fatient Tnitials | 4:approved
Date of Birth (dd/mm/yyyy)

Height (cm) | 3:Approved v
Reported Value[074.6
Category Missing Use Type
Detail
Note:
Reply
Status

v \
Set by edit check Weightequv

validt 2016-10-27 13:57:26 UTC-04:00

Status [» |1 [Approved

vl4—4] [data_manager 2025-05-01 08:36:14 UTC-04:00

Previous Next Save Revert

Done

4. Select the 4th Reason entry Height (cm). Confirm that the Status is set to Approved and “*** is displayed. Click “*** to move the approved reason from level 3 to

level 4 without making any other modifications.

@ DFexplore - Review Queries and Reasons — X
site: 99, Subject: 99002, Visit: Baseline, Plate: Form 2
Field Reason " Category  Status

Patient Tnitials | 4:Approved
Date of Birth (dd/mm/yyyy)
Weight (kg) | 4:approved
Reported Value[183
Category Missing Use Type
Detail
Note
Reply
Status [

v
Set by edit check HeightEquiv

valid] 2016-10-27 13:57:26 UTC-04:00

Status [> | [Approved

v/a-+4| [dato_manager 2025-05-01 08:38:21 UTC-04:00

Previous Next Save Revert

5. Once each of the 3 approved reasons have been reviewed, click [Done].

6. As an outstanding query remains on the Date of Birth field, click {Incomplete| to save.

7. Continuing with the ADVERSE EVENT REPORT as the current page, click anywhere in the data entry screen to make the page active. Press to advance though

the fields until the Description field becomes the current field. Select

DFdiscover 5.10.0

> [Review Queries and Reasons|. Examine the information in the dialog.
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@ DFexplore - Review Gueries and Reasons

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Plate: Form 9, AE Report 011

Field Reason ~ Category ~ Status
Patient Tnitials | 4:Approved Other External - Pend
DESCRIPTION: Intensity ' Monitor 4: External - Resolved corrected

g

Investigator Signature | d:approved -
Reported value|Nausea, 222 and fever
Category Other Use |External | Type [Correction

Detail Please clarify the word after naussa. The description provided through email is 'Nausea,
vamit and fever'. Do you mean Vomit instead?

goi= The correction was provided via email.

validl 2016-10-30 14:13:03 UTC-04:00

Reply

v 44

\
Status [»][[Pending
\

Fever has been removed to a different Adverse Event Report during double data entry.

validi 2016-10-30 17:05:58 UTC 04:00
Status [» | [Pending

v 44 [

X Hex =

8. Click the second query with the Category type Monitor and a status of 4: External - Resolved corrected. Click to close the dialog.

@ DFexplore - Review Gueries and Reasons - X
Site: 99, Subject: 89002, Visit: Adverse Event 1 Page 1, Plate: Form 9, AE Report 011

Field Reason ~ Category  Status

Patient Initials | a:Approved [l other 4: Bxternal - Pending
DESCRIPTION: Intensity Monito External

Investigator Signature | 4:approved v
Reported Value|Nausea, 77 and fever

Category Monitor Use | External | Type |correction

Detail Nausea and fever are two separate adverse events and should be reported in different
CRFs. Please review.

Note:
validl 2016-10-30 14:13:03 UTC-04:00

Reply Fever will be removed to  different Adverse Event Report form.
‘vahdl 2016-10-30 14:23:13 UTC-04:00

Status [»]1[Resolved corrected

v 44 ‘data,manﬁger 2025-09-25 09:01:31 UTC-04:00

Fever has been removed to @ different Adverse Event Report during double data entry.

validl 2016-10-30 17:05:59 UTC-04:00
Status [» | [Pending

v 44 [

revors e =

to exit the Description field. Upon leaving the Description field, the DrugLookupedit check is executed and DFlookup:aecodes dialog appears. Click
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@ DFexplore - DFlockup: aecodes ? X

Search terms | @ |
entries with () ANY (@ ALL () OMLY search terms in the following fields

Lockup Fields Current Selection

Acronym (INCR GAS) FLATULENCE
O Result FLATULENCE 428 DIGESTIVE, 3

Find Previous Filter Reset
Acronym Result D
(INCR GAS) FLATULENCE FLATULENCE, 428 DIGESTIVE,3
4-5S5TOOLS A DAY DIARRHEA, 301, DIGESTIVE,3
ABD BLOATING SENSATION FLATULENCE, 428 DIGESTIVE,3
ABD BLOATING FLATULENCE, 428 DIGESTIVE,3
ABD CRAMPING ABDOMINAL CRAMPS,2005, DIGESTIVE,
ABD CRAMPS ABDOMINAL CRAMPS,2005,DIGESTIVE,
ABD DISCOMFORT ABDOMINAL PAIM,831,BODY AS AWH
ABD DISTENSION ABDOMEN EMLARGED,1,BODY AS AW
et s easee e e ann P eeT e 5 ¥

o | Coma]

10. Do not make any other changes to the data on the current page and press to advance to the save buttons. Click Incomplete].
Data review and add a query to inconsistent data

1. Double-click Subject 99007 entry in the record list to open task records for this subject. Press to advance through the fields until Screen 1, Reading 1 systolic
blood pressure becomes the current field.

2. Select > or click * to open the Add Query dialog. In the dialog, set:
o Category = Inconsistent
o Use = External
o Type = Clarification
o Status = New query
o Enter This value is inconsistent with all other BP readings. Please explain. in the Detail field.

@ DFexplore - Add Query ? *

Site: 32, Subjeck: 33007, Visik: Screening Visits, Page: Form 1

Field |Screen 1: Reading 1 systolic ‘

Reported Value | 107 ‘

Categary Inconsistent ~ | Use |External ~
Status 3 __|New query Type | Clarification ~
Detail This value is inconsistent with all other BP readings. Please explain,|

Note

Created | ‘
Modfed | \
Resolved | ‘

Canca

3. Click to apply the query.
4. Press to advance through the remaining fields on the page until the save buttons become active. Click {Incomplete|to save the page.

Review and complete pending data for Subject 99007

1. Release the current task set and retrieve all pages in the database that have been saved with status Pending. Do this by selecting [Select > [By Data Fields]. In the
dialog set:

o Mode = Validate
o Save level =4 - Level 4

o Search = Data
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o Status = Pending

Leave the retrieval Level field blank.

@ DFexplore - Select by Data Fields

Mode Validate

~

Save Level ‘4—Leva\ &

| & Enable edit checks

Search @) Data

Status [ Final

O Query () Reason () By program

[1 incomplete Pending [] Missed

Site \

Subject

Visit

Plate

Creation

Modification

\
\
\
Level ‘
\
\
Pattern ‘

Expression

2. Click [Dong]. In the confirmation dialog, click [OK] to retrieve data records that match the search criteria.

Clear Cancel

3. Select Subject 99007 > 1 : Baseline > 3: Form 3 from the record list and click anywhere on the page background to make it the active page. Beginning with the
Patient Number field, press to advance through the fields until the first Major Surgery text field is the current field. Enter all Major Surgery information as it

appears in the following image. Press to exit the last data field to make the save buttons active.

@ DFexplore [dat_manager@explore.dfdiscover.com] Acceptance Test Study - Tosk By Data Fields - o x
Number [z v 7 itials T
99007 - 2 of 2 task records F M L
2% site 99 - Hospital #09 MEDICAL HISTORY
v & 99007
v 1: Baseline Currently on
Duration Treatment and/or Controlled
2 Form 2 No Yes Years & Months No  Yes No  Yes
Hypertension ® o - l:l l:l [0} [0} o] o]
[Atrial Fibrillation e o~ [ [ o o o o
Other Cardiac £G o e - o e o e
Valvular Heart Disease e o~ [ [ o o o o
[Myocardial Infarction o @ - o @ o @
[Kidney Disease e o — [ 1 [ o o o o
Shov Al Recrds for This ubject e o~ [1 L[] o o o o
Switch to List View
e o~ DO o o o o
Queny| < +
[Transient Ischemic Atiacks] © o — [ [] o o o o
Peripheral Vascular Disease] ® o — [ ] [] o o o o
11. Other (specify) e o -~ [ 1 [ o o o o
12. Major Surgery (specify)
Reason for Data Value * appendectomy O ® = Howongago 731]
Status: Approved O O  Howlngago 1
Created: data_manager 2025-05-01
08151351 UTC-04i00 777777 Jo 0 = wwemael 1 [ 1]
Reviewed: data_manager 2025-05-01
08:51751 UTC-04700
v[o—+4] Final Incomplete Pending
wosngvole ]| |LastSove: 2016-1007 13:40:16 UTC 0800 [Taske 072

4. As there are no outstanding problems on the page and the data is now complete, click to change the page status from Pending to Final at level 4.

5. Select

Confirm audit trail information for reviewed and modified data

1. Select > [Reports]

DFdiscover 5.10.0

, Reports View becomes the current view.

Acceptance Test Manual

> |All Records| to release all task records from the current set. Click in the dialog to clear the main Data View window.
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@ DFexplore [data s

dfdiscover.

Fle Edit  View  Select
\\io DFdiscover Reports
Study Tracking
Site Tracking
Subject Tracking
Subject Scheduling
Query Reporting
Study Setup
Database Status
Query and Data Trending
Tabular Listing
Task Listing
Legacy Reports
) Study Reports

(€ History

Windous

m] Acceptance Test Study - Reports
Help

name |

Options

Specify

Run Explain

Close Report

2. Click the Subject Tracking section and choose report History of Changes from the list of reports. To review all data modifications made to Subject 99002 and
99007. Enter -date today -subjects 99002,99007 in the Specify field.

Name |H|5bory of Changes

OPHONS | g jhiects <#-#3> ,,.Report history for the selected subjects

SPECfy | date today -subjects 59002,59007

3. Click

to execute the History of Changes report. Examine the output.

File  Edit View Select

[$3 DFdiscover Reports
Study Tracking
Site Tracking
v Subject Tracking
History of Changes
Subject Alias Map
History of Subject Alias
Subject Scheduling
Query Reporting
Study Setup
Database Status
Query and Data Trending
Tabular Listing
Task Listing
Legacy Reports
Other DFdiscover Reports
Study Reports
(83 History
DFdiscover Reports

Study Reports

Windows

Help

@ DFexplore [dte_manager@exploredfdiscover.com] Acceptance Test Study - Reports

Name  [History of Changes

Options | Clear options

SPecfy | _date today -subjects 99002,99007

Run Explain Close Repart ) [55] wistory of changes
Histary of Changes x
History of Changes

Date and Time %

2024-10-22 08:16:09

2024-10-22 08:16:09

2024-10-22 08:16:09

2024-10-22 08:16:09

2024-10-22 08:16:53

2024-10-22 0816:53

2024-10-22 08:16:53

2024-10-22 08:16:53

Acceptance Test Study

Search by Date and Time

UserName 3

data_manager

data_manager

data_manager

data_manager

data_manager

data_manager

data_manager

data_manager

Type &
change

data

change
data
change
query
change
query
change
data

change
data

change
data

change
data

Subject & Visit
99002 1
99002 1
89002 1
99002 1
99002 1on
99002 1on
99002 1on
99002 1on

Plate &

2024-10-22 at 08:17:22 (UTC-04:00)

Data Field %

46

48

s Options

Data Field C|

DFdiscover R

DFdiscover V,

Date of Birth

Date of Birth

DFdiscover V.

DESCRIPTION

CHANGES: 3

CHANGES: 3.

Run batch edit checks to verify data integrity

1. Select

DFdiscover 5.10.0

> [Batch Edits|. Batch Edits becomes the current view.
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@ DFerplore [data s

Fle Vew Wndow  Heb

tance Test Study - Batch Edits

[ Controls ]l Batch Logs

[View © spreasheet O x| stylesheet © batchiog O byedtcheck | IR r i E el

CONTROL

Cram =

Reason

BATCHLIST

[ Aways perform dfexecute and dfmai

0780l task st when changes apped
0 database

Run Batchist ‘Show Batch

2. With the Controls tab as the current view. Click

@ DFexplore - Open Batch Control File ? X

® On local computer

(O On study server

Refresh

Control File

ScreenDateCheckxml

OK

> [Open Control File| from the drop-down list.

3. In the Open Batch Control File dialog, select (enable) the On study server option to display a list of available control files that are located on the study server for the

254 Acceptance Test Study. Choose ScreenDateCheck.xml from the list and click

Acceptance Test Study - Batch Edits

@ Drexplore (gt
File  View  Window Help
[ comos | sstchiogs |
CONTROL

BATCHLIST

View @ spreadsheet O xml Stylesheet @ batchlog O byeditcheck Build Tash
T s [ [eEmE] ot

254
Started on 2022-07-22 13:11:16 (current)
Performed by data_coordinator

Working Directory /opt/studies/val254/batch/
Control Fil ScreenDateCheck.xml

ORF

Log Fie ScreenDateCheck_Log.xml

ScreenDateCheck

[ Aways perform dfexecute and dfmai

0780l task st when changes apped
0 database

Run Batchist ‘Show Batch

Summary (batch: ScreenDateCheck)

I T T T T

Records meeting citeri
Records logged

Elapsed time (seconds)
System messages

Data changes

|| Messages

Queries added

Query edits

Missing page queries

Missing page queries deleted

2022-07-22 13:11:16 (current) 1

to load the control file.

DFdiscover 5.10.0
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4. Click [Show Batch|to ensure the settings are as shown below. Click [Hide Batch|to hide the settings.

NOTE: The ScreenDateCheck.xml control file executes the edit check ScreenDates which verifies that the Screen 1 and Screen 2 dates on all plate 1s (Blood
Pressure Screening Form) are in sequential order with the Screen 1 date coming before the Screen 2 date.

@ oFerplore [
Fle Vew  Window  Help

Test Study - Batch Edits

[ Controls ]l Batch Logs

CONTROL

Name|DF:ScreenDateCheck.xml

Name [ScreenDateCheck
Title Screening Dates
Desc |Checks screening date order on phte 1

View @ spreadsheet O xml

Move to[20
Remcon which O datagquery O queyonly  ® noapply study 254
When O changes @l Started on 2022.07-22 13:11:16 (current)
Level  change level to Performed by data_coordinator
as Working Drectory Jopt/studies/val254/batch/
which  Cldata Wy = Control Fie ScreenDateCheck.xml
When O changes @al DRF
BATCHLIST Fie ScreenbateCheck_Log.xml = Log File ScreenDateCheck_Log.xml
ScreenDateCheck Hstory [ ves
0DRF summary (batch: ScreenbateCheck)
Which [ data O query 0O msg
When @ changes Oal
L A e :
Records logged 1
CRITERIA Eapsed time (seconds) 0
System messages 0
Wz Data changes 0 0 0
status [ final O incomplete [ pending <[ Messages 1 1
Lo = 5 5 .
ge - Query edits 0 0 o
Subject Missing page queries 0 0 0
Vist ] Missing page queries deleted o 0 0
Pate |1 ]
Create
Mody # of Log Entries
EE <<= L e w1
[ Aways perform dfexecute and dfmai
] Buld task set when changes appled
to database
Run Batchlst HdeBatch | || NewBatch | <

5. Click [Run Batchlist] to run the current batch program. Click in the confirmation dialog.

6. From the Summary drop-down list, choose the item identified as '(current)'.

@ oFerplore [

Fle Vew Wndow  Heb

tance Test Study - Batch Edits

Controks Batch Logs

reenDateCheckxml

BATCHLIST

View ® spreadsheet O xml Stylesheet @ batchlog O byeditcheck Build Task from Batch Hi
e ] [EEEE] [ wee

¥ Summary
2022-07-22 13:18:44 (current)

Study 254

Started on 2022-07-22 13:18:44 (current)
Performed by data_manager

Working Directory Jopt/studies/val254/batch/
Control File SeraenDateCheck xmi

DRF

Log Fie ScreenDateCheck_Logxm

ScreenDateCheck

[ Aways perform dfexecute and dfmai

= e
0 database

Run Batchist ‘Show Batch

summary (batct

Records meeting criceri
Records logged

Elapsed time (seconds)
System messages

Data changes

|| Messages

Queries added

Query edits

Missing page queries

Missing page queries deleted

rted by reverse ch

2022-07-22 13:18:44 (current) 1

7. The edit check ScreenDateschecks the Screen 1 and Screen 2 dates on Form 1 (plate 1) and determines if they are out of sequence. Examine the log entry message.

DFdiscover 5.10.0
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@ plore [data s tance Test Study - Batch Edits - o X
Fie  View Wndow Hep

Batch Logs View @ spreadsheet O xml Stylesheet @ batchiog O byeditcheck Build Task from Batch History

conRoL [ 22 issaaen ] v [EIEJERGET ] vese @)

Fle - Edic save

Plate
e us, Level, CRF

Name|DF:ScreenDateCheck.xml

99003, 0, 1 S2DAT

Move tol B 13, dorsro00s001 ScreenDates  dférror  Screen 2 Date 06/01/97 s earlier than Screen 1 Date 07/01/97
Reason

BATCHUIST

ScreenDateCheck

[ Aways perform dfexecute and dfmai

0780l task st when changes apped
0 database

Run Batchist Show Batch

8. Double click the entry to be taken to Data View. Examine the values in the Screen 1 and Screen 2 date fields.

(3] plore [data_r tance Test Study - Task By Data Fields. - o X
Fle Edt View Select Show Subject Vist Plate Field Window Help
S BIRRRRRRLLLrrrrrrmeerrrrrnd ’
2% site 99 - Hospital #09 DataFax #254 Plate #001 Visit #000
v £ 99003 pationt patient
e atient
Number | 9 9 0 03 Initials
FmoL
> 1 : Baseline BLOOD PRESSURE SCREENING VISITS
> [J21 2 1 Month Follow-up
> 22 : 2 Month Follow-up years Sex ® Male Race ® Caucasian
> 23 : 3 Month Follow-up O Female O Afiican American
> ()24 : 4 Month Follow-up O psian
> 40 : Death Report
5> (201 : Diary Week 01 stolic diastolic
7 51 : Medication Log Page 1 Screen1:  Date [07/01/97 Reading 1: mmHg
> 1011 : Adverse Event 1 Page 1 day  month  year
& 99007 Reading mmHg
‘Show Task Records for This Subject Reading 3: mmHg
Return to Batch Edits View systolc dastolic
Suwitch to List View
Screen 2: Reading mmHg
Queny| BIE day  month  year
Reading mmHg
Reading 3; mmHg
ility Criteria Yes  No
1. Age 1679 years old. 7 °
2. Male, or iffamale, not pregnant and using a reliable contraceptive method. & o
—
Reason for Data Value 3. Taking blood pressure medication. ° N
1
4. Maior surgery or oiher medical emergency in the past 6 monihs. o ®
—_—
5. Patlent has signed informed consent and agrees to return for monthly ® o
follow-up visis. ;
6. Systolic blood pressure 160-200 mmHg or Diastolic blood pressure Py a v
e3+3]
Missing Value| Jl..] Last Save: 2016-10-07 13:47:44 UTC-04:00 | Task: /2] 3| Legal values are: 01/01/90-today

9. Select > [Batch Edits|. With the Controls tab as the current view, click

> |Open Control File| from the drop-down list.

@ DFexplore - Open Batch Control File ? X
() On local computer Select
®) On study server Refresh
Control File
ScreenDateCheck.xml

ol

10. In the Open Batch Control File dialog, select (enable) the On study server option to display a list of available control files that are located on the study server for the
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254 Acceptance Test Study. Choose batchSAEcheck from the list and click

@ DFexplore [data.

to load the control file.

Acceptance Test Study - Batch Edits - o
File View ‘Window Help
[ Controls I Batch Logs || || view ® spreadsheet O xml Stylesheet ® batchlog O byeditcheck Build Task from Batch History
conTRoL ] EEEE [ wse
Study 254
Started on 2018-03-08 10:49:39 (current)
Performed by validL
\Working Directory Jopt/studies/val254/batch/
Control File batchSAEcheck
DRF
BATCHLIST Log File SAEtheck
[ sAEcheck
Records meeting criteria [
Records logged [
| Elapsed time (seconds) 0
System messages 0
Data changes ] 0 0 ]
Messages 0 0
Queries added o 0 0 Yes
Query edits 0 0 0 Yes
Missing page queries (] 0 0 Yes
Missing page queries deleted 0 0 0 Yes
chronological order)
2018-03-08 10:49:39 (current) o
[ Always perform dfexecute and dfmail
[ Build task st when changes applied
to database
Run Batchlist Show Batch
11. Click [Show Batch|to ensure the settings are as shown below. Click [Hide Batch|to hide the settings.
@ plore [data_ Acceptance Test Study - Batch Edits - o
File  View Window  Help
[ Controls I Batchlogs | BATCH View @ spreadsheet O xml Stylesheet @ batchlog O byeditcheck
conTRoL sl seccheck [ ] O I
e
Name| DF:batchsAEcheck bese
APPLY
which O data & query @ queryonly O no apply Study el
When ® changes Qall Started on 2018-03-08 10:49:39 (current)
Level - change fevelto Performed by vt
e Working Directory Joptfstudies/val254/batch/
Which O data = query O msg Control File batchSAEcheck
When @ changes Ol DRF
BATCHLIST Fie ‘EAEmeck ‘E Log File. SAEcheck
(5| History [ yes
'Summary (batch: SAEcheck)
ODRF
When  @© changes Ol Recards meeting criteria 0
"2 [ Jla] Records logged o
CRITERIA || Elapsed time (seconds) 0
sort | | System messages 0
O mrF Data changes 0 0 0 0
sStatus [ final [ incomplete [ pending Messages 0 0
Level = Queries added 0 0 o
gz - | Query edits 0 0 0
Subject Missing page queries 0 0 0
iEk [ia] Missing page queries deleted 0 0 0
Plate [0 =
Create Execution History (sorted by
Modify
Edit SAE [ E=2
2018-03-08 10:49:39 (current) 0
[ Always perform dfexecute and dfmail
[ Build task set when changes applied
to database
| Run Batchlist | | Hide Batch ||| New Batch Remove Reset <
NOTE: The batchSAEcheck.xml control file applies a query to Is This A Serious Event field on plate 009 when the response to this field is inconsistent with the
value in the Intensity field of the same plate.

@ DFexplore - dfpassword ?

Control Mame: batchSAEcheck (study server)
Batch Name: SAEcheck
Apply Changes: gconly
Change to Levekl: no change
Log File: SAEcheck (study server)

Applying changes to database requires password. The changes

cannot be undone.

Enter password:

ey

Username |data_manager

Password |

DFdiscover 5.10.0

12. Click |Run Batchlist| to run the current batch program. Enter the Username and Password of the current user, click
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13. From the Summary drop-down list, choose the item identified as '(current)'.

@ DFexplore [data tance Test Study - Batch Edits
Fle  Vew  Wndow e
Controls Batch Logs View @ spreadsheet O xml Stylesheet @ batchlog O byeditcheck
conTroL e ] TEEEE[ | 2 wse
Fie Edr. V| summary

2022-07-22 13:22:56 (current)

Move tol Study 254

Reason
Started on 2022-07-22 13:22:56 (current)
Performed by data_manager
Working Directory Jopt/studes/va54/batch/
Control File batchsAEcheck
DRF

BATCHLIST Log Fie SAEcheck

‘SAEcheck.

Summary (batch: SAEcheck)
T

Records meeting citeri
Records logged

Elapsed time (seconds)
System messages

Data changes [ 0
|| Messages

Queries added

Query edits

Missing page queries

Missing page queries deleted

Execution History (sorted by reverse chronological order)

0
0
1
0
0
0

0
0
0
0

2022-07-22 13:22:56 (current) 1

to database

Run Batchist

[ Aways perform dfexecute and dfmai
] Buld task set when changes appled

Show Batch

14. Double-click the entry to be taken to Data View.

tance Test Study - Task By Data Fields

99002 - 15 of 15

%

v 1002

> Da
2
2
2
30

201

ite 99 - Hospital #99

> |10 : Screening Visits
> {1 Baseline

1 Month Foll
2 Month Foll

3 Month Foll
4 Month Follow-up

Study Termination

Diary Week 01

] T IR
AR A Ll

Patient Patient Adverse Event
Number | 9 9 00 2 Initials | eport No. -
FuMoL Page
No.
ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event Start Date Intensity  Relationshipto  Action(s)  Outcome Is This A
sy oo yer ‘Study Drug Taken Serious Event?
2
22/02/16 [ og O ves ®no

Description [Nausea and vomiting

>
>
>
>
> (040 : Death Report
>
> (51 : Medication Log Page 1

9007

§® 1011 : Adverse Event 1 Page 1

I o A [

»

CHANGES

During the study, use this form to record all changes i this Adverse Event unti itis resolved or the study ends for
this patient. Fax all addlitions to this form immediately, and if the above event is serious, call the Clinical Safety

Show Task Records for This Subject
Return to Batch Edits View
Switch to List View

queny[ Hontor (e ™) (== [+ =[]

Monitor immediately.
Date of Change Intensity  Relationshipto  Action(s) Outcome Is This A
dav__month  vear Study Drug Taken Serious Event? v

fnnnnnRni L rrrrnrrn
DataFax #254 Plate #009

Note: (none)

Category: Monitor (external, correction)
Detail: The severty intensity is greater than FM L Event  Page
3, but the question 'Is This A Serious Event?' No. No.
is answered 'No'. This is inconsistent with the
study protocol. Please review.

Status: Outstanding (New)
ta_manager 2025-05-01

UTC-04:00
: data_manager 2025-05-01
c-04:00

Roeger e Moo

Reason for Data Value

Description Nausea vomiing and fever

ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event Start Date Intensity  Relationshipto  Action(s) ~ Outcome Is This A
day  month  year Study Drug Taken Serious Event?
| Oves B

2. CHANGES

During the study, use this form to record all changes in this Adverse Event until it Is resolved o the study ends for
this patient. Fax afl additions to this form immediately, and if the above event is serious, cal the Clinical Safety

fonitor immediately.
Date of Change Intensity  Relationshipto  Action(s) Outcome Is This A
day___month Study Drug Taken Serious Event?
ef4—4] Gl
Missing Value| || Last Save: 20250501 08:34:14 UTC-04:00 | Task: /2] 3| 1=mild, 2=moderate, 3=severe, 4=Ife-threatening

15. The Intensity field becomes the current field. Verify that Intensity has a value of 4 with the query count '2' displaying on the field widget and the field is blue. Continue

tabbing through the fields until the field Is This A Serious Event? has the focus. Confirm that the 'No' box is marked for this field.

16. Return back to the Intensity field by using

check with the category Monitor has been added to this field.

Query Monitor (externa ~ mmmmF

Category: Monitor (external, correction)
Detail: The severity intensity is greater than
3, but the question 'Is This A Serious Event?'
is answered 'No'. This is inconsistent with the
study protocol. Please review.

Note: (none)
Status: Outstanding (New)
Created: data_manager 2025-05-01
08:57:17 UTC-04:00
Modified: data_manager 2025-05-01
08:57:17 UTC-04:00

NOTE: The query list is presented in accordance with the query sort order defined in Step 1.

17. Double-click Site 99 - Hospital #99 entry to close all subject binders.
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dialog, set:
o Mode = View
o Plate =5
o Level =1-4

Do not select any Status check box.

@ DFexplore - Select by Data Fields ? *
Mode View i

Save Level 1-level 1 [ Enable edit checks
Search ® Data ) Query () By program

Status [ Firal [ tncomplete [ Missed

site ‘

Subject \

Wisit ‘

Plate s

Level ‘ 14 ‘
Creation ‘

Modification ‘ |
Pattern ‘ |
Expression ‘

@ DFexplore - Expression Editor

Page: 005 - Monthly Follow-up Form

Clear

2. Click Expression B to open the Expression Editor dialog.

Cancel

Use a data expression to retrieve specific subject information

Expression

|
Fields Symbols

Field Name Description Type (

1 1:DFSTATUS Record Status choice (co... ]

2 2:DFVALID Validation Level choice (co... == equals

3 3DFRASTER Image ID string I= not equal

4 4DFSTUDY Study Number number ~ contains

5 5:DFPLATE Plate Number number ~- not contains
& E:FUPVISITNUM Follow-up Month choice (co... == greater equal
7 T:SUBID Patient Number number > qreater

] S:PINIT Patient Initials string Codes

9 owisDAT Visit Date date 0 missed

10 10:5BP1 Blood Pressure: Reading 1 systolic number 1 final

n 11:DBP1 Blood Pressure: Reading 1 diastelic number 2 incomplete
12 12:5BP2 Blood Pressure: Reading 2 systolic number Functions -

13 13:DEP2 Blood Pressure: Reading 2 diastolic number concat (51, 52)

14 14:BPARM Blood Pressure: Arm choice (co... day ()

15 15:WTKG Weight (kg) number decimal (n)

16 1EWTLR Weiaht {1hs] numher Sicld

Reset Cancel

1. Still in Data View, determine which subjects have had adverse events. Do this by selecting [Select] > [By Data Fields| to open the Select by Data Fields window. In the

3. Do the following to build an expression that searches for the occurrence of adverse events: In the Expression Editor, select 25:AEYN from Fields. From the
Symbols list choose == equals. From the Codes list choose 2 Yes. Click to add the expression to the Expression field in the Select by Data Fields retrieval

dialog.
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@ DFexplore - Select by Data Fields ? x
Mode View &

Save Level 1-level1 [ Enable edit checks
Search @ Data O Query O Reason O By program

Status [ Final [ tncomplete [ Pending [ Missed

site ‘

Subject ‘

Visit \

Plate ‘5

Level ‘ 14 ‘
Creation ‘

Modification ‘ |
Pattern ‘ |
Expression ‘S[ZS:AE\‘N) ==

4. Click to apply the settings. Click in the confirmation dialog to retrieve the 1 data record that matches the expression and retrieval criteria.

Clear Cancel

@ DFexplore [data_manager@explore.dfdiscover.com] Acceptance Test Study - Task By Data Fields - o x
Fle Edt View Select Show Subject Vist Plate Field Window Help
-1 0f 1 task record ~
T T ITIEEEEE I EEEE
2% site 99 - Hospital #09 DataFax #254 Plate #005 amonth O 4 Month
v & 99001 ) N
Namber ars VisitDate
F ML day  month  year
MONTHLY FOLLOW-UP FORM
Reading 1 (mmHg) Reading 2 (mmHg)
Blood Pressure: / wait 5 minutes / Am g Riant
systolic diastolic systolic diastolic Left
Weight kg or bs
Study Medication:  Did the patient return the study medication dispensed at the previous Visit?
O No — Explain] ]
Show All Records for This Subject 114’ [onl v
Return to Batch Edits View p ~
sl s ¥ RURRNART T T T DT HT N v B o] O ovom
DataFox £254 Plate 005 O3 2sdontn | [T 4Montn
Query| v N ;i
Rorate fase b [e[c] Vit Date [dz]
FmL day  rorth year
MONTHLY FOLLOW-UP FORM
Reading 1 {mm#ig) Reading 2 (mmtg)
siooapressurs: L1819 1/[0L0T8] a5 mimes [L17 101/ @ [El
“systofic diastolic Systolic diastolic o Lot
Reason for Data Value Weight: D:‘:”:'I@ or . tbs
Study Medication:  Did the patient refum the siudy medication dispansed at the previous visit?
O N —> Explain
g 11114 I3 - Q v
1 @ view mode 1 [
MissngValue ]l |Lost Save: 2009-04-15 15:10:22 UTC-04:00 | Task: 0/1

5. Scroll down the current page for Subject 99001 to locate the adverse event question. Confirm that the Yes choice has been entered in response to the question Did
the patient report any adverse events since the last visit?.

6. Confirm that a corresponding adverse event report has been submitted for Subject 99001. Do this by clicking [Show All Records for This Subjegt] located below the
subject binder list. Scroll through the list of assessments until the 1011 : Adverse Event 1 Page 1 entry. Select the list entry for 9: Form 9, AE Report 011.
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99001 - 16 of 16

5 Form 5, 4 Month

~ 1930 : Study Termination
6:Form6
7:Form7
20 Form 11,

v (D40 : Death Report
10 : Form 10

v |®201 : Diary Week 01

11 : Patient Diary

8 Form8, Pg 51

Return to Batch Edits View

Switch to List Views

Query v

11 Patient Diary, Week 01

v |51 : Medication Log Page 1

v |© 1011 : Adverse Event 1 Page 1

Show Task Records for This Subject

@ OFexlore [dsts_manager@explore didiscover.com] Acceptance Test Study - Tsk By Dta Fields

Reason for Data Value

Last Save: 2009-04-15 15:17:41 UTC-04:00 Task: 0/1

o x
DataFax #254 Plate #009 1011
Patient Patient Adverse Event
Number | 9 9 0 0 1 Initials Report No. -]
F M L Event  Page
No Mo
ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event Start Date Intensity Relationship to Action(s)  Outcome Is This A
day  month  year Study Drug Taken Serious Event?
20/03/97 | O ves ®no
Description [INdigestion and stomach upset ]
DYSPEPSIA 0325 DIGESTIVE
2. CHANGES
During the study, use this form to record all changes in this Adverse Event until it is resolved or the study ends for
this patient. Fax all additions to this form immediately, and if the above event is serious, call the Clinical Safety
Monitor immediately.
Date of Change Intensity  Relationshipto  Action(s) Outcome Is This A
dav month  vear Study Drug Taken Serious Event? v
DataFax #254 Plate %009
Patient Patient Adverse Event
Cener s Iz [c] ReportNo. LAl
F M L Event  Page
No. Mo,
ADVERSE EVENT REFORT
(1. DESCRIPTION OF ADVERSE EVENT
Event Start Date: Intersity  Relationshipto  Action(s)  Outcome s This A
dey  month  year ‘Study Drug Taken Serious Event?
OO Bl Ow Ew
Desription i and stomach upset
2. CHANGES
During the stuy; use i in this Adh it is rosalved ar the study ends for
this patient. Fa all addltions fo this form immeditely, and If the above event Is serious, callthe Cliical Safety
Monitor immediately.
Date of Change Intensity Relafionship to  Actionfs) Outcome Is This A
= mhl  morh Study Drug ‘Taken Serious Event? v
1 @ view mode 1 B

Use cross-plate data criteria to retrieve specific subject information

1. Select > [All Records] to release all task records from the previous test. Click in the resulting confirmation dialog. Select [Select > [By Data Fields] to open

the Select by Data Fields dialog, click to clear the previous retrieval specifications and reset the dialog.

@ DFexplore - Select by Data Fields

Mode Modify

~

Save Level 1-Levell

Search @) Data

Status [ Final

T =

v Enable edit checks

) Query () Reason () By program

[1 incomplete [] Pending [] Missed

Site \

Subject

Visit

Plate

Creation

Modification

Level ‘

Pattern

Expression

Build Set Done

Clear

2. The steps that follow search for and retrieve all patients in the database that are >=50 years old, male and have a history of diabetes. Within the Select by Data Fields

dialog, click B next to the Subject field to open the Subjects dialog and then choose ALL as the value for Select subjects that match.

@ DFexplore - Subjects

Select subjects that match | ALL

? X

~ |of these criteria.

Criterion #1

Status

Level | ...

Wisit

Plate

Field

Condition <

less than W

Value

Retrieve

Plate and Field are required Clear

Add Remove

1incomplete criterion Done Cancel

3. Begin by building an expression for the first subject criterion of Age. Working in the Criterion #1 block, specify Visit = 0. Click B next to Plate to open a list of study
plates. In the list double-click entry 001 - Blood Pressure Screening Visits to populate the Plate field (plate 1 contains the Age data field). Click E] next to Field to
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get a listing of all fields defined on the selected plate 1. Double-click AGE to populate the Field specification. Using the Condition drop-down menu, choose >=
greater than or equal to assign a retrieval Condition. Finally, specify 50 in Value.

@ DFexplore - Subjects ? *
Select subjects that match ALL ~ |of these criteria,
Criterion #1
Status Level | ...
Wisit |2
Plate . | |001 - Blood Pressure Screening Visits
Field .| |9-AGE (Age (years))
Condition >= greater than or eqgual ~
Yalue ’ |50\
Retrieve Clear
Add Remove Cancel

4. Click to retrieve the number of subjects that match the specified Age criterion. Click to add a new criterion block in preparation for the specification of
the 2nd retrieval criterion (Male).

5. Build an expression for the second subject criterion of Male. Working in the Criterion #2 block, specify Visit = 0. Click E] next to Plate to open a list of study plates. In
the list double-click entry 001 - Blood Pressure Screening Visits to populate the Plate field (plate 1 contains the Sex data field). Click Q next to Field to get a listing
of all fields defined on plate 1. Double-click entry SEX to populate the Field specification. Using the Condition drop-down menu, choose == equal to assign a retrieval
Condition. Select 1 Male from the Value pull-down.

@ DFexplore - Subjects

Select subjects that match | ALL ~ |of these criteria.

Criterion #1
Status
Visit
Plate
Field
Condition

Value )

Retrieve

.| |0

.‘50

Level | ...

. | |001 -Blood Pressure Screening Visits

. |9-AGE (Age (years))

»= greater than or egual

5 subjects match

Clear

Criterion #2
Status
Visit
Plate
Field
Condition

Value )

Retrieve

Ie

Level | ...

- |0

. | |001 -Blood Pressure Screening Visits

10 - SEX  (Sex)

== equal

Clear

Add

Remove

Cancel

6. Click to retrieve the number of subjects that match the specified Sex criteria. Click to add a new criteria block in preparation for the specification of the
3rd retrieval criteria (history of diabetes).

7. Build an expression for the third subject criterion of diabetes history. Working in the Criterion #3 block, specify Visit = 1. Click B next to the Plate label to open a list
of study plates. In the list double-click entry 003 - Medical History to populate Plate (plate 3 contains the Diabetes data field). Click B next to Field to get a listing of
all fields defined on the selected plate 3. Double-click entry MHOCCUR (7. Diabetes: N/Y) to populate the Field specification. Using the Condition drop-down menu,
choose == equal to assign a retrieval Condition. Select 2 Yes from the Value pull-down.
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@ DFeplore - Subjects 7 X
Select subjects that match | ALL  |of these aiteria,
Criterion +1
Status Level ...
Visit Al
Plate 1001 - Blood Pressure Screening Visits
Feld 9 -AGE (Age (years)
Condition >= greater than or equal v
Value B‘su
Retrieve 5 subjects match Clear
Criterion +2
status Level |..
Visit 3l
Plate . | |01 - Blood Pressure Screening Visits
Field 10-5EX (Sex)
Condition — equal 5
we R
Retrieve 3 subjects match Clear
Criterion £3
status Level |..
visit 1
Plate . | |003 - Medical Histary
Field +| |46 -MHOCCUR (7. Diabetes: NjY)
Condition — equal 5
Value B\A
Retrieve Cear

add

8. Click

Remove

Cancel

specifications and close the Subject Criteria dialog.

9. In the Select by Data Fields dialog, set:

o Mode = View
o Plate =1,3
o Level =1-7

to retrieve only those plates having the Age, Sex and Diabetes history information for the matching subjects.

@ DFexplore - Select by Data Fields

Mode
Save Level
Search
Status

Site
Subject
Wisit

Plate
Level
Creation
Modification
Pattern

Expression

Build Set

View ~

1-level 1

® Data ) Query

[ Firal [ tncomplete

() Reason

[ Pending

() By program
[ Missed

*

[] Enable edit checks

1 subjects from criteria

1,3

‘1-7

e| to retrieve the number of subjects that match the specified Diabetes history criteria. Click to find the subjects that match ALL three of the criteria

10. Click in the dialog to apply the settings. Click in the confirmation dialog to retrieve the 2 data records that match the subject, plate and level specifications.
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@ OFexlore [dsts_manager@explore didiscover.com] Acceptance Test Study - Tsk By Dta Fields - o0 x

- 1of k. ds
T — N R AN N
DataFax #254 Plate #001 Visit #000

2% site 99 - Hospital #99
v .02 9900

10 : Screening vists Nomber ars .
v 4y 1: Baseline BLOOD PRESSURE SCREENING VISITS
3:Fom3
Age years Sex ® Male Race O Caucasian
O Female O African American
® psian

Oomerspeary ]
systolic diastolic

Sereent:  Date reaangt: 172/ mmbg
day  month  year
Readng2: 3]/ mmig
Show All Records for This Subject Reading 3: /loss ] mmHg
Return to Batch Edits Vi
(ISR R AR NEN IR NN

Switch to List Views
DataFax #25¢ Plats 9001 Sequence #000

Romgar R
ML

F

Query v

BLOOD PRESSURE SCREENING VISITS

Age years sex M Mae Race [ Gaucasian
O Female [ Afttoan American
M asian
O other, specty:
Reason for Data Value systolic_dastolic

Soroent:  Date rosang: 117121/ [0]9 o ] ruom
o ot e

resdngz (L[ 7131/ -

Readinga; 117101/ -

&l ) view mode 1|5
MissngValue |1 |Lost Save: 2016-10-07 13:47:44 UTC-04:00 | Task: 072,

11. With 0 : Screening Visits, 1 : Form 1 for Subject 99004 as the active page, locate the Age and Sex fields. Confirm that the subject's Age >= 50 and Sex=male.

12. Select 1: Baseline, 3: Form 3 for Subject 99004 to open the Medical History page. Scroll down the page to locate the 7. Diabetes field. Confirm that this field is
checked 'Yes'.

13. Select > to close Data View and exit DFexplore.

End Module 11. Data Review

o Return to the DFATK application. Click to confirm successful completion of Module 11. Data Review.
Module 12. External Query Reports

Tests & Requirements

1. Obtain database query metrics and details using Status and List Views to review all outstanding queries prior to query report creation.
2. Run database integrity check report DF_XXkeys to export all key fields and visit dates from required plates in the database.
3. Use Data View to check, and if necessary correct, illegal visit dates by retrieving the problems keys identified by DF_XXkeys.

. Execute DF_QCupdate to update the query database and lock all records for query report generation.

. Execute DF_QCreports to create a standard, 3-part external query report for a study site.

. Confirm the status of external queries following query report creation.

4
5
6
7. Execute DF_QCstatus to verify that a new query report was created by listing all reports in the QC/NEW directory.
8. Execute DF_QCview to display the newly created query report.

9. Execute DF_QCprint to print the query report from the QC/NEW directory.

0. Comparing several examples from the printed query report against their corresponding queries in the study database.
11. Execute DF_QCfax to email the query report to a valid email account.

12. Verify the status of the queries in the sent report.

Estimate of Time Required: 40 Minutes

Begin Module 12. External Query Reports

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click [12. External Query Reports| followed by to begin this module.

Obtain database query metrics and details using Status and List Views to review all outstanding queries prior to
query report creation

1. Start DFexplore, login as user data_coordinator and choose 254 Acceptance Test Study as described in “How to start DFexplore”
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. Select [View] > [Status]. Examine the Queries table to view the status and count of all queries in the database.

Fle Edt View Window Help

Test Study - Status

Images awating review in Image Router |8 ] (includes images for all studies)
=]

ste [

Refresh

Subject

Clear

visit

Plate

[} Data Records

Level 0: 0
Level 1:1
Level 2:2
Level 3:3
Level 4: 4.
Level 5: 5
Level 6: 6
Level 7: 7

Total ! B

K3 craphics ® bylevel O by status

Queries Reasons

Level | pendng Mssed  Incomplets  Final Total Pendng  Oustandng  Resolved Toal

3 17 2 3 3

1 2 3 1 1
3 2 s 1 3 1 s

Pendng  Relected  Approved Total

Level 0: 0| 1
Level 1:1
Level 2: 2| [I2

Level 3:3 3
Level 4: 4. s
Level 5: 5
Level 6: 6
Level 7: 7

Pendng MiMissed Mincompiete [iFinal Pending | Outstanding [Resolved

pendng | Rejected

Approved

K1 studyusers

Usermame. Host

Last refresh: 2025-05-01 09:52:58 UTC-04:00

Tool Snce

1 datafax SN OFATK  2025/05/0109:09
2 data_coordinator  IESSNNNNS DFexplore  2025/05/01 09:52

. Open the Graphics section and select the toggle button for by status. Confirm the count of Pending and Outstanding queries.

Fie Edit Viev Seect Show Page

Plates & Vetadata | Modues Custom

004 - Current Medications

005 - Monthiy Follow-up Form
006 - Patient Evaluation Report
007 - Study Termination

008 - Medication Log

009 - Adverse Event Report
010- Death Report

011 - Weekly Patient Diary

020 - Date Log

metadata - Query Reports
metedata - Reasons

metadata - Queries

metadata - Missed

- Blood Pressure Screening Visits

Fild  Window  Help

5. Click metadata - Queries to display information about database queries.
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n Graphics () bylevel (@) by status
Pending 1 Pending 1 Pending &
Missed p
Incomplete o Outstanding 7 | | Rejected
Final 4 (| Resolved 1 Approved

-

. Select [View] > [List]. Select the Plates & Metadata tab.
(3] X stance Test Study - List - o X
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@ oFexpl

File Edit Viev Select Show Page Field

Plates & Metadata | Modues

[59001,0,1] - 10f 9

002 - Patient Entry Form
003 - Medical History

004 - Curent Medications

005 - Monthly Follow-up Form
006 - Patient Evaluation Report
007 - Study Termination

008 - Medication Log

009 - Adverse Event Report
010- Death Report

011 - Weekly Patient Diary

020 Date Log

metadata - Query Reports
metadata - R

6. Select SeTec] > Searen

a count of external queries.

@ DFexplore - Search

Search

001 - Blood Pressure Screening Visits

Test Study - List

DFSTATUS DFVALID  DFRASTER

ooonoo00000 2541
ooonoooom0 258 2
ooonoo0000 2542
ooonoo00m0 2589
ooonoo0000 2589
ooonoo00000 2549
ooonoo0000 2589
ooonooo000 2542
ooonoo00000 2581

o
1

'

on
1on
on
1on

DFSTUDY DFPLATE DFSEQ DFPID DFQCFLD DFQCCTR DFQCRPT DFQCPAGE

o

0
0
0
0
0
0
0

Site

Stbject

WVisit

Page

Field

Level

Creation

By

Modification

By

Resolution

By

Expression

[] By Program

Search Multiple Queries

] Fields contain two or more queries

Direction
Qup
@ Down

[ Match case
[ Filter

Mew Task

9 queries matched

Reset

Add to Task

Usage
external

[ internal

Type

[] darification

[] correction

Status

[ new, notin report
[]inreport, not sent
[linreport, sent

[ resolved MA

[] resolved irrelevant
[ resolved corrected
[ pending

Category

Missing
lllegal
Inconsistent
lllegible

Fax Noise
Other
Missing Page
Overdue Visit

Manitor
Test
Clinical QC

O000o00o0o00oooog

Select All

Save Print

7. Click to close the Search dialog.

EC Missing Page

Select None

~

ko ooo -

R I R R =)

to specify query search criteria. In the search dialog, check (enable) the Usage = external, click [Update|to update the dialog with details and

Run database integrity check report DF_XXkeys to export all key fields and visit dates from required plates in the

database

1. Select > to change from List View to Reports View.

2. Double-click DFdiscover Reports then Legacy Reports list by clicking .. Select the report DF_XXkeys from the list. Click [E
report. As options do not exist for this report, click to execute DF_XXkeys.
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@ oFerpl X tance Test Study - Reports - 0o X
File Edit Viev Select Window Help

oF ~ 1 [reme [or et ]
DF_CTvisits: Number of subjects who Options | Clear Options. e
DF [Ccenters: Verify consistency of th Specy

DF ICimages: Verify image references
DF ICkeys: Check key felds (d, visit,
DF JCqcs: Check queries for consisten, Run Explan ‘Gose Report Font (7] oF Jotkeys: Export keys and vt dates from requred plates: 15 Ines

DF ICrecords: Check data records for

= Export keys and visit dates from required plates: 15 lines e
DF ICschem: DF_Xkeys: Export keys and vist dates from required plates: 15 i

Start: Tuesday, February 16, 2021 2:14:54 PM

DF [Cuisitdates: List problems detecte
- G Output from: "DF_XXkeys: Export keys and visit dates from required plates”

DF_ICvisitmap: Report inconsistencies.

DF PTerfs: Display available CRF infor. DF_XXkeys: Export Keys - Subject, Visit, Plate. DFstudy 254. Feb 16,2021 14:14
F PTiist: List subject data grouped b. ) ) )

Doy e 09 paocs # WARNING: Found 1 record(s) with illegal visit date(s).

DF_PTqcs: Summary report of exteral, # To review the problem record(s) use retrieval file:

DF_PTschedule: Display subject sched.

# /opt/studies/val254/drf/VDillegal.drf

DF_PTunexpected: List unexpected da. Number of Records Exported

DF_PTvisits: Scheduling and status of 32 /opt/studies/val254/work/DFX_keys
DF Qe Faxor emsil Query Reports 18 /opt/studies/val254/work/DFX_visit.date
CLREEpEr i End: Tuesday, February 16, 2021 2:14:56 PM
DF_QCprint Print Query Reports

DF QCreports: Create Query Reports
DF_QCsent: Mark Query Reports assent
DF_QCstatus: List existing Query Repo.
DF_QCupdate: Update Query database
DF_QCview: Display requested Query
DF SScenters: Display study sitenfor.
DF SSschem: Display detailed data di
DF_SSvars: Display essential varable i
DF SSvisitmap: List visit scheduling sp.
DF_WFerfs: Summeary of daily journal
DF_Wecrfspenu List and graph inco.
DF_Wrdiskusage: st and graph week.
DF_WFfaxes: Summary of elapsed tm
DF_Weaqcs: Summary of dailyjoumalt,
DF_qesbyfields: Tabulate and summar.
DF stats:Disply simple vriablestati.
DF Xkeys: Export keys and vist dates.

DF _XXtime: Prepare timing summary

i Report

S History =

3. In Step 2, DF_XXkeys detected an illegal visit date. As indicated by the message in the reports window, a data retrieval file called VDillegal.drf was created. This file
contains the plate(s) on which the illegal visit date was detected, and can be reviewed and edited in Data View. Click [Close Report| to close the report output window.

Select > to change to Data View.

Use Data View to check, and if necessary correct, illegal visit dates by retrieving the problems keys identified by
DF_XXkeys

1. To review the data retrieval file created in Step 2, select [Select] > [By Data Retrieval File]. In the retrieval file dialog, set:

o Mode = Validate
o Save level =1 - Level 1
o Check (enable) Enable edit checks

o Select file from = study server

@ DFexplore - Select by Data Retrieval File ? X
Mode Validate >
Save level | 1-Level 1 w Enable edit checks

Select file from () local computer  (®) study server

Selected file

Description

Reset oK Cancel

2. To locate the data retrieval file VDillegal.drf, click E next to Select file from. In the file selection dialog, choose the file VDillegal.drf, then click .

& DFexplore - Select by Data Retrieval File ? x
Mode Validate ~
Save level | 1-Level 1 ~ Enable edit checks

select file from () local computer (@) study server

Selected file
VDillegal.drf

Description

data_coordinator 21/02/16
Illegal visit dates detected by DF_Xxkeys

Reset Cancel

3. Click in the dialog. Click in the resulting confirmation dialog to retrieve all data records having illegal visit dates.
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@ DFexplore [data_

99004 - 1 of 1 task records

225t 99 - Hospial 299
v & 95004
v 421 : 1 Month Follow-up

Show Al Records for This Subject

Switch to List View

Query| v

TestStudy - Task By DRF: VDillegalrf - o

Reason for Data Value

Missing Value

BARBRORI LTI T T TRIE foorw ® vom Ozwom
Beulocttst

O sMonn O 4Mown
Ramber (99004 itiars. [TRB Visit Date [04/17/97
i day  manih  yoar

MONTHLY FOLLOW-UP FORM

Reading 1 (mmHg) Reading 2 (mmHg)
m @
Blood pressure: 1165 | /[083] wait 5 minutes (166 ] /[083°] Am @ Right
systolic diastolic Ssystolic diastolic O Left

w oo 177 ] s

Weight:

Study Medication: Did the patient return the study medication dispensed at the previous visit?

O No —> Explain ]

® Yes > adcaton Covo# 2876 Nurmbor of Pl Roturned

BRRNRRELLTTETTNTR st B owen Dl

DataFax £254 Plate 3005 amontr [T 4 Montn

R o L1 ]
;

monty year

MONTHLY FOLLOW-UP FORM
Reading 1 (mmHg) Reading 2 (mm#g)
eiooapressure: LIS [51/[018 I3 ] wait suni s/ ]3 am B Right
) Systolic diastolic Systolic “drostolic O cent
Weight: s]7][0] kg or [T &
Study i Did the patient refurn the lication dispensed at the previous visit?

O No — Exolain

[ Yos — Modication Gode 18 17 16 | Number of Pills Refumed

e Pendng on|

Last Save: 2009-04-15 15:21:23 UTC-04:00 Task: 0/1

5. As problems no longer exist on the corrected page, the page can be saved with a status of Final. Click n to save the page.
Execute DF_QCupdate to update the query database and lock all records for query report generation

> [Al'Records), click [OK]. Select [V

1. Select

p
Confirm that the output no longer reports illegal visit dates.

@ DFexplore [data_coordinator@explore dfdiscover.com] Acceptance Test Study - Reports = =}

File Edit View Select Window
DF_CTpages: Summary report of CRF
DF_CTqcs: Summary report o externa..

Help

Name. (o8 oberes xprt ey nd vt dtes e reqedltes
Options | Clear Options

DF ICimages:

DF_CTuisits: Number of subjects who... Spefy
DF ICcenters: Verfy consistency of th...
DF.ICkeys: Check key felds (i, vii .. Run Explan Cose Report Font DF X0tkeys: Export keys and vit dates from requred pltes: 101nes
DF ICqes: Check queriesfor consisten.. =
ort keys and visit dates from required pletes: 10 lines 5 x
DF (Crecords: Check data ecords for By Eporkeysandves e om reaRed Pl e 08
DF (Cschems: Check database schern. Start: Tuesday, February 16, 2021 2:17:53 BM
- . output from: "DF_XXkeys: Export keys and visit dates from required plates™
DF [Cuisitdates: List problems detecte... -
DF_XXkeys: Export Keys - Subject, Visit, Plate. DFstudy 254. Feb 16,2021 14:17

DF_ICuisitmap: Report inconsistencies..
DF PTerfs: Display avalable CRF infor...
DF _PTiist:List subject data grouped b...
DF PTmissing: Display missing pages ..
DF_PTqcs: Summery report of external.
DF _PTschedule: Display subject sched..
DF _PTunexpected: List unexpected da.
DF _PTuisits: Scheduling and status of ..
DF_QCfax: Fax or email Query Reports
DF_QCfaxlog: Bxamine the transmisi...
DF_QCprint: Print Query Reports
DF_QCreports: Create Query Reports
DF_QCsent: Mark Query Reports as sent
DF_QCstatus: Lst exsting Query Repo.
DF_QCupdate: Update Query database
DF_QCview: Display requested Query
DF _SScenters: Display study site infor...
DF_SSschema: Display detailed data di..
DF _SSvars: Display essential variable i..
DF_SSvisitmap: Lstvist scheduling 5p..
DF_WFerfs: Summary of daily journal ..
DF_WFcrfsperwic List and graph inco..
DF_WFdiskusage: Lt and graph week.
DF_WFfaxes: Summary of elapsed tim.
DF_WFqes: Summary of daily journal
DF _qesbyfields: Tabulate and summer.
DF_stats: Display simple variable stats..
DF _XXkeys: Export keys and visit dates...
DF XXtime: Prepare timing summary ..

2. Choose DF_QCupdate from the list of Legacy Reports and click |E

Number of Records Exported
32 /opt/studies/val254/work/DFX_keys
19 /opt/studies/val254/work/DFX_visit.date

End: Tuesday, February 16, 2021 2:17:55 M

update the Query database.

DFdiscover 5.10.0

Acceptance Test Manual

4. Click anywhere in the page to make it active for data entry. Starting with the Follow-up choice field, press to advance to the Visit Date. The Visit Date value has

been entered as 04/17/97 (an illegal date), rather than 04/07/97 as shown on the CRF image. Enter the correct date and press to exit the field.

to view a report description. Do not enter any options in the Specify field and click to
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@ oFexp X

Fle Edit View Select Window
DF_CTpages: Summary report of CRF
DF_CTqcs: Summary report of externa..

Help

tance Test Study - Reports -

Name [DF_QCupdate: Update Query database

0P80N | Gear Options

DF Clvisits: Number of subjects who specy

DF ICeenters: Verify consistency of th...

DF ICimages: Verify image references ..

DF.ICkeys: Check key felds i, viit ... Run Explan Cose Report Font [52] 07 qcupdate: Updste Query database: 11lnes

DF_ICqcs: Check queries for consiste
DF_Crecords: Check data records for ..
DF_ICschema: Check database schern..
DF_|Cuisitdates: Lt problems detecte.
DF_ICuisitmap: Report inconsistencies..
DF_PTarfs: Display available CRF infor.
DF_PTiist: Lt subject data grouped b..
DF _PTmissing: Display missing pages .
DF_PTqcs: Summary report of external.
DF PTschedule: Display subject sche..
DF _PTunexpected: List unexpected da..
DF _PTuisits: Scheduling and status of ..
DF_QCfax: Fax or email Query Reports
DF_QCfaxlog: Bxamine the transmissi...
DF_QCprint: Print Query Reports
DF_QCreports: Create Query Reports
DF_QCsent: Mark Query Reports as sent
DF_QCstatus: Lst existing Query Repo...
DF_QCupdate: Update Query database
DF_QCview: Display requested Query ...
DF_SScenters: Display study site infor...
DF_SSschema: Display detailed data di
DF SSvars: Display essential variable i..
DF_SSvisitmap: Lst vist scheduling sp..
DF_WFerfs: Summary of daily journal...
DF_WFcrfsperwi List and graph inco..
DF_Wrdiskusage: List and graph week..
DF_WFfaxes: Summary of elapsed tim...
DF_WFqes: Summary of daily journal ¢
DF _qesbyfields: Tabulate and summar..
DF_stats: Display simple variable statis.
DF _XXkeys: Export keys and visit dates...
DF _XXtime: Prepare timing summary

e —

OF Xikeys: Export keys and vist dates from requred pates: 10lnes
DF_QCupdate: Update Query database: 11 lines

DF_QCupdate: Update Query database: 11ines

Start: Tuesday, February 16, 2021 2:18:38 BM

output from: "DF_QCupdate: Update Query database"

DF_oCupdate: Update Query Database. DFstudy 254. Feb 16,2021 14:18
1. Checking permissions on study 254, Acceptance Test Study

You do not have full database access, as required to run DF_QCupdate.

can not update subject scheduling, or overdue visit and missing plate queries.

End: Tuesday, February 16, 2021 2:18:39 BM

to close DFexplore.

A user requires unrestricted permissions to execute DF_QCupdate. As user data_coordinator is restricted to database Modify and Write levels of 0-4 (as set in
Module 1. Installation and Initialization), it is not possible to execute DF_QCupdate successfully. Click

Start DFexplore, login as user data_manager as described in “Obtain database query metrics and details using Status and List Views to review all outstanding

queries prior to query report creation.”.

the correct permissions.

@ DFexplore [data_manager@explore.didiscover.com] Acceptance Test Study - Reports

File Edit View Select Window

DFdisco

DF_ICvisitmap: Report incansistencies..
DF_PTerfs: Display available CRF infor...
DF_PTlist: List subject data grouped b.
DF_PTmissing: Display missing pages ..
DF_PTqcs: Summary report of extemal.
DF_PTschedule: Display subject sched.
DF_PTunexpected: List unexpected da..,
DF_PTuisits: Scheduling and status of ..
DF_Cfax: Fax or email Query Reports
DF_QCfaxlog: Examine the transmissi
DF_QCprint: Print Query Reports

DF_ QCreports: Create Query Reports
DF_QCsent: Mark Query Reports as sent
DF_QCstatus: List existing Query Repo...
DF_QCupdate: Update Query database
DF_QCview: Display requested Query
DF_SScenters: Display study site infor.
DF_SSschema: Display detailed data di..
DF_SSvars: Display essential variable i..
DF_SSvisitmap: List visit scheduling sp
DF WFerfs: Summary of daily journal
DF_WFerfsperwi: List and graph inco...
DF_WFdiskusage: List and graph week..
DF_WFfaxes: Summary of elapsed tim.
DF_WFqes: Summary of daily journal t
DF_qeskyfields: Tabulate and summar...
DF _stats: Display simple variable statis..
DF_XXkeys: Export keys and visit dates..
DF_XXtime: Prepare timing summary ...

Study Reports

| History

ver 5.10.0

X
Help
A | |Name |DF_QCupdate: Update Query database
Options | Ciear Options v
Spedify
Run Expiain Close Report Font || oF_qcupdate: Update Query database: 22lines
.
DF_QCupdate: Update Query database: 22 lines B8 x

1. Choose DF_QCreports from the list of Legacy Reports and click

Double-click DFdiscover Reports, expand Legacy Reports by clicking >. Choose DF_QCupdate from the list of reports. Click

Start: Tuesday, February 1€, 2021 2:19:31 BPM
output from: "DF_QCupdate: Update Query database”

DF_QCupdate: Update Query Database. DFstudy 254. Feb 16,2021 14:19
1. Checking permissions on study 254, Acceptance Test Study

2. Reading study configuration files

3. Exporting current overdue visit and missing plate queries

4. Exporting recuired data from study database:

—exporting visit dates and keys from required plates
5. Checking for overdue visits, missing plates and unexpected records

Missing Pages Update = 2 Total = 2
overdue Visits Update 8 Total 8
Unexpected Records Update = [ Total = 0

6. Updating the Query database
adding new queries, replacing modified queries, deleting queries no longer relevant
10 records input: 10 imported (0 warnings), 0 failed with errors

7. Done

End: Tuesday, February 1€, 2021 2:1%:35 PM

to view a report description.

Acceptance Test Manual

Execute DF_QCreports to create a standard, 3-part external query report for a study site

2. Do not enter any options in the Specify field so that a complete query report is generated. Click to execute DF_QCreports.

to execute DF_QCupdate with

Page 177 of 332



@ DFexplore [data_manager@explore.didiscover.com] Acceptance Test Study - Reports

File Edit View Select Window Help
DF_ICvisitmap: Report inconsistencies.. *
DF_PTerfs: Display available CRF infor...
DF_PTlist: List subject data grouped b,
DF_PTmissing: Display missing pages ..
DF_PTqcs: Summary report of external..
DF_PTschedule: Display subject sched.
DF_PTunexpected: List unexpected da.
DF_PTvisits: Seheduling and status of ..
DF_QCfax: Fax or email Query Reports
DF_QCfaxlog: Examine the transmissi
DF_QCprint: Print Query Reports
DF_QCreparts: Create Query Reports
DF_QCsent: Mark Query Reports as sent
DF_QCstatus: List existing Query Repo...
DF_QCupdate: Update Query database
DF_QCview: Display requested Query ..
DF_SScenters: Display study site infor.
DF_SSschema: Display detailed data di
DF_SSvars: Display essential variable i..
DF_SSvisitmaps List visit scheduling sp.
DF_WFerfs: Summary of daily journal
DF_WFerfsperwic List and graph inco
DF_WFdiskusage: List and graph week...
DF_WFfaxes: Summery of elapsed tim.
DF_WFqes: Summary of daily journal t
DF_qeshyfields: Tabulate and summar...
DF _stats: Display simple variable statis...
DF_XXkeys: Export keys and visit dates..

DF_XXtime: Prepare timing summary

Study Reports

Sl History

Name [DF_QCreports: Create Query Reparts

OptanS | Gear Options

Specify
Run Explan Close Report Font (53] oF_qereports: Create Query Reports: 19ines
£ DF_QCupdate: Update Query database: 22 lines \/ DF_QCreports: Create Query Reports: 19 lines

DF QCreports: Create Query Reports: 19 lines

Start: Tuesday, February 16, 2021 2:20:28 BM
output from: "DF_QCreports: Create Query Reports”
DF_QCreports: Create Query Reports. DFstudy 254. Feb 16,2021 14:20
. Reading study configuration files

. Checking permission to update the Query database

. Exporting Query database

. Making Subject Status Report

. Formatting Query Reports

. Importing updated Queries to the Query database

B

17 records input: 17 imported (0 warnings), 0 failed with errors
7. DONE

QUERY REPORTS CREATED:

099-210216

End: Tuesday, February 1€, 2021 2:20:31 PM

NOTE: DFdiscover report numbers are comprised of a site number followed by the date of report creation (as yy/mm/dd). The two are separated by a hyphen.
Your Query report has been created for Site 99 and the date of creation is the date on which DF_QCreports was executed (i.e.today).

3. To print the output, select

close the report output window.

Confirm the status of external queries following query report creation

1. Select [View] > [S

@ DFexplor [data manager@explore didiscover.com] Accepta
Fle Edt View Window Help

Images awaiting review in Image Router | 8 | (includes

Images awaiting review in Image Queve | 0|

nce Test Study - Status - o x

s images for all studies) o

ste [

Refresh

Subject

Visit

Clear

Plate

[+ ] Data Records
Level  Pendng  Mssed  Incomplete oo

Level 0: 0 H

Level 1:1 H 2
Level 2:2
Level 3:3
Level 4: 4
Level 5:5
Level 6: 6
Level 7:7

Total * * e

E3  Graphics ® bylevel O by status

Queries Reasons
| Total Pendng  Outstndng  Resolved Total Pendng  Rejected  Approved Total
1 10 10 2 4 6
18 21 3 3 £ £

2 3 1 1 2 6 8
2 5 1 3 1 5 1 10 1

Level 0: 0| 1
Level 1:1
Level 2: 2|| 12

Level 3: 3 3
Level 4: 4 s
Level 5:5
Level 6:6
Level 7:7

Pending [Missed Mlincomplete. [iFinal

Pending | Outstanding [iResalved Pendng | Rejected [lApproved

E3  study users
Usermame Host Tool
1 datafax — 0FATK
2 data_menager NENENEEEENEN DFexplore

Last refresh: 2025-05-01 10:13:02 UTC-04:00

Since
2025/05/01 10:05
2025/05/01 10:06

In the Print dialog, the Printer Name field contains the name of your printer. Click
query report number in “Comparing several examples from the printed query report against their correspondin

Keep this printout to reference the
ueries in the study database.”. Click |Close Report|to

to update the database counts. Examine the Queries table to view the status and count of all queries in the database.

NOTE: The counts in the Queries table have changed because the query database has been updated by the running of the report DF_QCupdate in “Execute
DF_QCupdate to update the query database and lock all records for query report generation.”. If applicable, DF_QCupdate will create new queries for missing
pages and overdue visits based on the study scheduling information present in the study visit map files.

2. Select > [List.

3. Click metadata - Queries to display information about database queries.

DFdiscover 5.10.0
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@ DFesplor [data manager@esplore.dfciscover.com Acceptance Tst Sty - Lis

File

o0;

on

4. Select

001 -

Edt  View Select Show Page
Modes

[99001,0,1] - 10f 19

Blood Pressure Screening Visits

- Patient Entry Form
003+
004 -
005 -
006 -
007~
008 -
009 -
010~

Medical History
Curent Medications
Monthiy Follow-up Form
Patient Evalustion Report
Study Termination
Medication Log

Adverse Event Report
Desth Report

- Weekly Patient Diary
020-
metadata - Query Reports

Date Log

metadata - Reasons

metadata - Missed

@ DFexplore - Search

Custom

Field Window  Help

o

x

DFSTATUS DFVALD ~ DFRASTER  DFSTUDY DFPLATE DFSEQ DFPID

1 0000/0000000 254 1
2 0000/0000000 254
3 0000/0000000 254
4 0000/0000000 254
5 0000/0000000 254
5 0000/0000000 254
7 0000/0000000 254
8 0000/0000000 254
9 0000/0000000 254

0000/0000000 254

0000/0000000 254
0000/0000000 254
0000/0000000 254
0000/0000000 254
0000/0000000 254
0000/0000000 254
0000/0000000 254

s
2
s
7
B
B
o000 2549
B
2
s
1
s
s

0000/0000000 254

9900
99001
99001
99002
99002
90002
99002
99002
99002
99002
99002
99002
99004
99004
99007
99007
99007
90007
99007

DFQCFLD DFQCCTR DFQCRPT DFQCPAGE,

%

88888 888888888888 S

210216
210216
210216
210216
210216
210216
210216
21016
210216
210216
000000
000000
210216
210216
210216
210216
210216
210216
210216

2

1
1
1
1
1
1
1
1
1
0
0
1
1
2
1
1
1
1

h| to specify a set of query search criteria. In the resulting search dialog, select (enable) Usage = External and click to update the dialog
with details and a count of external queries.

Search Usage
[v] external
Site = :
internal
]
Subject
Type
S I s e
Page o] [ correction
Field s
Level [ new, notin repart
R o [ in report, not sent
[Jin report, sent
Medfeation oY [ resolved NA
Resolution By [ resolved irrelevant
Bt | [ resolved corrected
[ pending
[] By Program Category
[0 Mising
OO legal
Search Multiple Queries
Ple Q O  Inconsistent
[] Fields contain two or mere queries 0 Illegible
e [l FaxNoise
Ou [l Other
@® Down [0 Missing Page
[0 Overdue Visit
Wi []  EC Missing Page
L Fiter 1  Monitor
New Task Add to Task W =
[0  Clinical C
19 queries matched Select All
Reset Update Save Print

5. Click to close the dialog.

Execute DF_QCstatus to verify that a new query report was created by listing all reports in the QC/NEW directory

1. Select [View] > R

Done

Select None

Find

= T I I N N N -]

2. From the list of Legacy Reports, select DF_QCstatus and click to view a report description. As a query report was created but not sent, click to obtain

the status of all query reports currently in the study QC/NEW directory.

DFdiscover 5.10.0
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@ DFesplor [data_manager@esplore.diciscover.com Acceptance Test Sty - Reports

File Edit  View Select Window
DF CTqcs: Summary report of extema,
OF CTuisits: Number of subjects who ..
DF_Ccenters: Verify consistency of th
DF ICimages: Verify image references
DF _ICkeys: Check key fields (d,vist,
DF_ICqes: Check queries for consisten.
DF ICrecords: Check data records for

DF ICschem: C

Help

ane [0 st Lot citng @y Rers

Optons | Glear Options

Specify

Run Explain Close Report Font

(55 o ocstoti: st extng Query Reports: 3 nes

DF_Qstatus: List aisting Query Reports: & lines 5 x
OF ICviitdates Listproblems detete Start: Tuesday, February 16, 2021 2:23:36 M

Output from: "DF_QCstatus: List existing Query Reports"
DF Cuistrmap: Report inconsistencies. -

DF_qCstatus: Status of Query Reports. DFstudy 254. Feb 16,2021 14:2

OF Prfs: Display available CRF infor
DF PTiit: List subject data grouped b.
OF PTmissing: Displey missing pages
DF PTqcs: Summary report of extemal,
DF PTschedule: Display subject sched.
DF Punexpected: List unexpected d.
DF PTuisit: Scheduling and status of
DF_QCfax: Fax or email Query Reports
DF_QCfaxlog: Examine the transmissi
DF_ QCprint: Print Query Reports
DF_QCreports: Create Query Reports
DF_QCsent: Mark Query Reports s sent
DF QCstetus:Lst edsting Query Repo.
DF QCupdate: Update Query database
DF_QCview: Display requested Query .
DF SScenters: Display study ste nfor.
DF SSschema: Display detailed data di.
OF SSvars: Display essential variable i
DF_SSvistmeps List visit scheduling sp.
OF Wcrfs: Summary of deily journal
DF WFerfsperwk: Lt and graph inco.
OF_Wediskusage: st and graph week.
DF WFfaxes: Summary of elapsed tim
DF WFqcs: Summery of daily journalt.
DF_qesbyfields: Tabulate and summar...
DF stats:Displey simple veriable sati.
DF XXkeys: Export keys and visit dates.

DF Xitime: Prepare timing summary.

(S| History

3. Click [Close Report] to close the report output window.

STATUS OF NEW QUERY REPORTS
099-210216 unsent - 2 pages

End: Tuesday, February 16, 2021 2:23:37 BM

Execute DF_QCview to display the newly created query report

1. To display the query report created for Site 099 - Hospital #99, choose DF_QCview. Click
Hospital #99 still resides in the QC/NEW directory (it has not yet been sent to the site), clicl

@ OFesplore (dsts_manager@esplore fdiscover.com] Acceptance TstStudy - Repors

File Edt View Select  Window
DF CTqcs: Summary reportof eterma.
OF Cists: Number of subjects who
DF ICcenters: Verfy consitency of th.
DF ICimages: Verfy image references

DF_ICkeys: Check key felds (id, vist, .

DF_ICrecords: Check data records for
DF ICschema:

Help

Name [DF_QCuiew: Display requested Query Reports

Optons | Giear Options

Specty

DF ICqes: Check queries for consisten. R Explan Close Report Font ] oF_acvien: Display requested Query Reports: 78 ines
DF_QCviews Display requested Query Reports: 78 lines 8 x
Start: Tuesday, February 16, 2021 2:24:23 BM A

DF ICuisitdates: List problems detecte
DF ICuisitmap: Reportinconsistencie
OF_PTrt: Display avaiable CRF infor.
DF_PTist: List subjectcata grouped b
OF PTmissing: Display

output from: "DF_QCview: Display requested Query Reports”

DF_oCview: Display Query Reports.

ALL NEW QUERY REPORTS

DFstudy 254.

Feb 16,2021 14:24

DF PTgcs: Summary report of external,
DF PTschedule: Display subject sched.
DF PTunexpected: List unexpected da.
DF Puisits: Scheduling and status of
DF_QCfax: Fax or email Query Reports
DF_QCfaxlog: Examine the transmissi.
DF QCprint: Print Query Reports

DF QCreports: Create Query Reports
DF QCsent: Merk Query Reports s sent
DF QCstatus: List existing Query Repo.
DF_QCupdate: Update Query database
DF_QCviews Display requested Query ...
DF SScenters: Display study site nfor.
DF SSschema: Disploy detailed data
DF SSvars: Display essential variable
DF SSvisitmaps: Listvsit scheduling sp.
DF WFcrfs: Summary of daily journal
DF WFcrfspenwi List and graph inco.
DF Wdiskusage: List and graph week.
DF WFfaxes: Summary of elepsed tim.
DF WFacs: Summary of daily journal
DF_qsbyfields: Tabulate and summar.
DF stats: Display simple variable stats
DF_Xkeys: Export keys and vsit dates.
DF Xtime: Prepore timing summary

udy Reports

#iEiE #
### UNSENT QUERY REPORT: 099-210216

QUERY REPORT # 0

TOTAL CASES = 5

FAX/REFAX LIST

SUBJECT STATUS SUMMARY (* identifies subjects with data queries in this re

SUBJECT ENTRY VISIT LAST FOLLOW-UP
99001% Day 1: 06/03/97 End: 06/07/97
99002% Day 1: 20/01/16 1011: unknown 1
99003 Day 1: unknown Screen: 07/01/97 D|
99004 Day 1: 03/06/97 End: 06/10/97
99007 Day 1: 25/04/16 Day 1: 25/04/16 1

SUBJECT PROBLEM DESCRIPTION
99001 Form 2: Smoking Status (Missing)
99001 Form 6 (Missing Page)
99002 Form 2: Date of Birth (dd/mm/yy)

= 05/12/49 (Inconsistent)

Birth date does not match age on Form 1
99002 1 Month Follow-up (1824 days Overdue)
99002 2 Month Follow-up (1793 days Overdue)
99002 3 Month Follow-up (1762 days Overdue)
99002 Study Termination (1732 days Overdue)
99002

99-210216-01 ( Person #99, Hospital #99 )

(Please locate/correct and then fax the following pages of
BE SURE TO INITIAL AND DATE ALL CHANGES.

Form 9, AE Report 01l: DESCRIPTION: Intensity
= 4 (Monitor)
The severity intensity is greater than 3, but the questio
Serious Event?' is answered 'No'. This is inconsistent wi
protocol. Please review.

>

2. Click to close the report output window.
Execute DF_QCprint to print the query report from the QC/NEW directory

1. Print a copy of the query report for Site 099 - Hospital #99 by choosing DF_QCprint. Click [Exp

report in the Specify field. Click to execute DF_QCprint.

to execute DF_QCview.

o view a description of the report. As the report for Site 099 -

to view a description of the report. Enter -u number of your query

NOTE: If you do not have a printer connected to the DFdiscover server or if you are a hosted client, the query report will not be printed. Instead you can choose to
print the query report displayed in the DF_QCview output window from the previous Step 1.

2. Click [Close Report| to close the report output window.

Comparing several examples from the printed query report against their corresponding queries in the study

database

DFdiscover 5.10.0
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NOTE: For this test you will need to reference the query report printed in “Execute DF_QCprint to print the query report from the QC/NEW directory.” to verify the
information contained in the report against the study database. Three examples of queries will be verified in this test. You may choose to check the remainder of the

queries yourself.

1. In the printed query report, find the entries for patients 99002 and 99004 in the FAX/REFAX section of the report. For patient 99002, locate the entry for Form 9, AE
Report 011 having multiple queries in the Intensity field. For patient 99004, locate the entry for Form Number 4, Pg 1 having the category “Missing Page”. Form 4
corresponds to Plate 4 in the database. Now locate the entry for Form Number 2, having the category “Pulse beats/minute (Missing)”. Form 2 corresponds to Plate 2

in the database.

2. Select > Data).

3. Select [Select] > [By Data Fields]. In the dialog, set:

o Mode = View.

o Subject = 99002,99004

o Plate =2,4,9

o Level=1-7
@ DFexplore - Select by Data Fields ? *
Mode View i
Save Level 1-Llevel 1 [[] Enable edit checks
Search @ Data O Query O Reason O By program
Status [ Final [ ncomplete [ Pending [ Missed
site ‘ Jl--
Subject ‘QQDDZ,QQDD‘O ‘
visit ‘ |-
Plate \2,4.9 |
Level ‘1-?] ‘
Creation ‘ |
Modification ‘ |
Pattern ‘ |
Expression

4. Click then to apply the record selection criteria and retrieve the applicable pages.

Clear Cancel

@ DFexplor [data manager@explore didiscover.com] Acceptance TestStudy - Tosk By Data Fields o x
Fle Edt View Select Show Subject Vist Plate Field Window Help
99002 - 1 of 3 task records ~
= IRRRRRRL e rrrrrrn
&% Site 99 - Hospital #99 DataFax #254 Prate #002 Visit #001
v R ss002 Patient Patient
e atient
" Number [ 9 9 00 2 nitials Entry Date [20/01/16
FmoL day  month  year
4:Form4,Pg1 PATIENT ENTRY FORM
v §@1011 : Adverse Event 1 Page 1
Randomization
{9 : Form 9, AE Report 011
1.2 99004 Provided the patient meets all eligibilty criteria, call the randomization hot line ((905) 999-8888) or this patients.
random medicaiion code number.
Medication Code #: (1234
Give the patient ene bottle of study medication from the medication kit with this code number.
Medical Examination
Date o Birth (05/12/1949
dav_month_vea v
DataFax 254 Plate # 002 Sequence # 001
Show All Records for This Subject Patient Patient
Nomber [ofo]2] e [1TA[M] Eniry Date
Suwitch to List View. T ey o year
Query| = PATIENT ENTRY FORM
Randomization
Provided the patiert meets all elgibilty criteria, call the randomizaon ht line ((905) 999-8888) for this patient's
random medication code number.
Medication Code #:
Give the patient one boitle of study medication from the medication kit with this code number.
Reason for Data Value
Medical Examination
Dats of Bitn 0]
vear v
4 @ view mode 1 B
e | |0 ror s B renn | res

. Highlight the 9: Form 9, AE Report 011 page in the record list. Press

[Tab] to advance through the fields until Intensity becomes the current field. Confirm that this

field is blue and the query count “2” is displayed on the field widget. Examine the Query window to view the details of the queries. Verify that the information in the
Query window is consistent with the corresponding printed Query report.
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Query Monitor (externa ~

Category: Monitor (external, correction)
Detail: The severity intensity is greater than
3, but the question 'Is This A Serious Event?'
is answered 'Mo'. This is inconsistent with the
study protocol. Flease review.

Note: (none)

Status: Outstanding (New, in report not sent)
Created: validl 2016-11-01 17:44:59
UTC-04:00

Modified: validl 2016-11-01 17:44:59
UTC-04:00

6. In the record list, double-click entry for subject 99004.

@ DFexplore [data_manager@explore diiscover.com] Acceptance Test Stuy - Tsk By Data Felds - o x
Fle Edt View Select Show Subject Vist Plate Feld Window Help
93004 -1 of 1 task records D
= ARRRRRRI LT errrrrrn
2% Site 99 - Hospital #99 DataFax #254 Prate #002 Visit #001
18 99002 Patient Patient
e atient
v & 99004 Number 9 9 0 0 4 Initials Entry Date 03/06/97
A1 : Boseine FuMoL day  month  year
PATIENT ENTRY FORM
Randomization
Provided the patient meets all eligibilty criteria, call the randomization hot line ((905) 999-8888) or this patients.
random medication code number.
Medication Code #: 9876
Give the patient one bottle of study medication from the medication kit with this code number.
Medical Examination
Date of Birtn [12/04/1927
davmonth e v
Show All Records for This Subject ~
I L
DataFax #25¢ Plate w002 Secumrce 4001
Query] e Patient Patient
Namer e [11R]B] Entry Date
FML Gay | monif year
PATIENT ENTRY FORM
Randomization
Provided the patient mets al eligbiity criteria, cal the rendomization hat lin ((905) 999-8888) for fiis patient's
random medication code number.
Medication Codes: [918 1716 ]
O e Give the patient ane bottle of study medication from the medication kit with this code number.
Medical Examination
Date of Bt
day_month _year v
s8] ) view mode 1
it el e A

. Press to advance to the Pulse field to make it the current field. Verify that the field is blue (indicating that an outstanding query exists). Examine the Query to
view the details of the query.

Query Missing (externa ~

Category: Missing (external, correction)
Detail: (none)

Note: (none)

Status: Outstanding (New, in report not sent)
Created: validl 2009-04-15 15:20:24
UTC-04:00

Modified: validl 2009-04-15 15:20:24
UTC-04:00

8. Examine the record list for the entry for Form 4 for Subject 99004 (identified as a Missing Page on the query report).

9. Select > [All Records]. Confirm the settings:

o Mode = Modify

o Save level=1 - Level 1
o Enable (check) edit checks

Click to release the task set and display all records in the database.
Execute DF_QCfax to email the query report to a valid email account

1. Select > [Reports].

2. Choose DF_QCfax and click to view a description of the report. Send the query report generated in “Execute DF_QCreports to create a standard. 3-part
external query report for a study site.” to a valid email address. Enter -f mailto:user@localhost in the Specify field, substituting “user@localhost” with your email
address as defined on your mail system. Click to execute DF_QCfax.
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@ DFexplore [data_manager@exploredidiscover.com] Acceptance Test Study - Reports - O

File

Edit  View Select Window Help
DF_CTerfs: Summary report of records...
DF_CTpages: Summary report of CRF
DF_CTqes: Summary report of extema..
DF_CTwisits: Number of subjects who ..
DF_ICcenters: Verify consistency of th.
DF_ICimages: Verify image references ..
DF_ICkeys: Check key fields (id, viit, .
DF_ICqes: Check queries for consisten
DF_ICrecords: Check data records for ..
DF_ICschema: Check database schem..
DF_|Cvisitdates: List problems detecte...
DF_ICvisitmap: Report inconsistencies...
DF_PTerfs: Display available CRF infor...
DF_PTlist: List subject data grouped b
DF_PTmissing: Display missing pages ...
DF_PTqes: Summary report of external...
DF_PTschedule: Display subject sched..
DF_PTunexpected: List unexpected da..
DF_PTvisits: Scheduling and status of ...
DF_QCfax: Fax or email Query Reports
DF_QCfaxlog: Examine the transmissi..
DF_QCprint: Print Query Reports
DF_QCreports: Create Query Reports
DF_QCsent: Mark Query Reports as sent
DF_QCstatus: List existing Query Repo...
DF_QCupdate: Update Query database
DF_QCview: Display requested Query
DF_SScenters: Display study site infor..

DF_S5schema: Display detailed data di...

AE € s Mool cocmtint il s

Name |DF_QCfax: Fax or email Query Reports

Options | Clear options

SPeCify [ malto:youremei @yourdomain.com

Run Explain Close Report. Font ﬂ DF_QCfax: Fax or email Query Reports: 12lines

DF_QCfax: Fax or email Query Reports: 12 lines

Start: Monday, May 10, 2021 §:56:04 AM
Output from: "DF_QCfax: Fax or email Query Reports —-f mailto:youremail@yourdomain.com”

DF_QCfax: Schedule Query Report Transmittal To Sites. DFstudy 254. May 10,2021 08:56

Transmitting /opt/studies/val254/reports/QC/099-210510 to Person #99 at mailto:youremail@yourdemain.com
Fax /opt/studies/val254/work/089-210510.pdE

scheduled for sending to mailto:youremail@yourdomain.com

at Mon May 10 08:56:05 2021

—>Faxid is 1

End: Monday, May 10, 2021 8:56:05 AM

3. Wait for several minutes, then check the recipient's email account for the arrival of the query report emailed in Step 2. Once the report has arrived, click |Close Report|
to close the report output window.

Verify the status of the queries in the sent report

1. Select

NOTE: The counts in the Queries table are the same as those in Step 1 because queries have been sent to the site but not resolved.

2. Select

3. Select

> [Preferences]. Click List View to expand that sub-panel and enable Label for Display coded field as. Click

and click Plates & Metadata.

queries, click metadata - Queries.

® y Test Study - Lt - o x
Fle Et Vew Sdet Show Pue Feld Window Hep
Modules Custom DFSTATUS DFVALID DFRASTER  DFSTUDY DFPLATE DFSEQ DFPID DFQCFLD DFQCCTR DFQCRPT DFQCPAGE
o010, 10115 11 [mommimieas omoomn 3 1 o swm  m  zos
01 loodPresr Screring Vs 2 e mpenmdn o1 OOCOMON 24 2 1 w0 s 20w 1
062 Potnt ey Form B P O T A
003 - Medical History 4 new,inreportandsent Leveld  0000/0000000 254 2 1 s e % 2026 1
M Curent Medctons
D P B O T
015 - Mty Fotem-upForm
e B o A
i e O A
01 - MecicatonLog 5 newiniporondn Lod0 000N 2% 7 B ww s s 2o 1
009 - Adverse Event Report 9 newinreportandsent Levell  0000/0000000 254 9 111 %002 9 % 20216 1
l0_DesthReport] 10 new, in report and sent Level4  0000/0000000 254 9 1011 99002 9 9 210216 1
o11 Wk Pten iy '
D 1 pendng o commomo 34 s o s s s o
e s B et leds om0 35 wn s 6 @0 0 90
15 newinponondsen Lot OwOCOMON 24 2 1 mws s 2o 1
16 e npeondsen L0 OWOCOMON 24 4 1 mws & s 2w 1
metadata - Missed 15 new,inreportandsent Leveld  0000/0000000 254 1 0 99007 11 % 20216 2
16 e nponandsen L0 OWOCOWON 24 32 mwr 4 s 2w 1
e P P A
e e O A
e o

with details and a count of external queries.
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Click to update the database counts. Examine the Queries table to view the status and count of all queries in the database.

. To display information about database

to specify a set of query search criteria. In the resulting search dialog, select (enable) Usage = external. Click to update the dialog
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@ DFexplore - Search

Search

Site
Page
Field

Level

Creation By

Modification By

Resolution By

Expression

By Program

Search Multiple Queries

[] Fields contain two or mere queries

Direction
Qu
(® Down

[] Match case
Filter

New Task Add to Task

19 queries matched

Resst

Usage
external
[ internal

Type
[ darification
[] correction

Status
[ new, notin repart
[ in report, not sent
[Jin report, sent

[ resolved NA

[ resolved irrelevant
[ resolved correct=d

[ pending

Category

O Mising

OO iegal

1 Inconsistent

] lilegible

[0 FaxNoise

[0 Other

[0  Missing Page

[  Overdue Visit

[ EC Missing Page

(| Monitor

(| Test

[0  Clinical C

Select Al

Save Print

5. Click to close the Search dialog.

6. Select > to close and exit DFexplore.
End Module 12. External Query Reports

o Return to the DFATK application. Click to confirm successful completion of Module 12. External Query Reports.
Module 13. Replying to EDC Queries, eSignatures

Tests & Requirements

5.

Estimate of Time Required: 30 Minutes

Verify removal and Re-applicaton of eSignatures.

. Review outstanding queries in Queries View.

Done

e o e e

= T N - T)

Select None

Filter

. Determine a count of outstanding/outstanding queries in Status View.

. Using EDC, locate and reply to outstanding clarification queries.

. Add an Electronic Signature (eSign) to a set of completed subject records.

Begin Module 13. Replying to EDC Queries, eSignatures

1. Start DFATK as described in Module 1 (Installation & Initialization) .

2. Click [13. Replying to EDC Queries] followed by [Begin] to begin this module.

Determine a count of outstanding queries in Status View

1. Start DFexplore, login as site_monitor and choose 254 Acceptance Test Study as described in “How to start DFexplore”.

2. Select > [Status]. Examine the Queries table to view the status and count of all queries.
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@

=T

Site

Refresh

| subgect

isit

Clear

Plate

[ +] Data Records
‘ Level Pending Missed Incomplete Final Total
1

Level 0

| Level1
| Level2

| Level 3

Level 5:

0
1

2

3
Level 4: 4
5
Level 6: 6
7

Level 7:
Total

] Graphics ® bylevel O by status

Queries

Pendng  Outstandng  Resolved Total

Reasons

Pendng  Rejected  Approved Total
2 4

Level 0:0|| L
Level 151
Level 2: 2
Level 3:3
Level 4: 4 s
Level 5: 5
Level 6: 6
7

Level 7

pending Mivissed MiIncomplete IFinal

Pending | Outstanding IResolved

Pendng | Rejected [WApproved

E] studyusers
Usemame Host oo Snce
1 datafax S OFATK  2025/05/01 14:29
2 site_monitor NSNS DFexplore  2025/05/01 14:36

Last refresh: 2025-05-01 14:36:34 UTC-04:00

3. Locate the Outstanding column that displays a count of 17 in the Total row. Double-click 17 to retrieve the records containing the 17 outstanding queries.

&>

In the Database Status task Specif
o Mode = Validate

o Save level =1 - Level 1

ication dialog set:

o Check (enable) Enable Edit checks

o Search queries and open check (enable) Queries View?

Click

to display a dialog confirming the retrieval. In the confirmation dialog, click

to open Queries View .

@ DFexplore site | Acceptance Test Study - =
File View Show Query Window Help
Site 99 - 10 selected queries (2 resolved and 17 outstanding) modiied between April 15, 2009 and November 6, 2016
Site / Subject Visit : Page Field : Category Status & Replies
osite 99 - Hospital .
§ 95001 Screening Visis ¢ Form 1 5. Patient has signed informed consent = Yes Gutstanding (New, in report and sent)
(Other) Modified by: valid! 2016-10-07 13:47:03 UTC-04:00
Detail: We have not received this patient's
informed consent form. Please send it by fax or
email without delay.
] oso0t Baseline : Form 2 Smoking Status := blank (Missing) Outstanding (New, in report and sent)
Modified by: valid1 2000-04-15 15:08:54 UTC-04:00
g 95001 Study Termination : Form 6 Missing Page Qutstanding (New, in report and sent)
Modified by: valid! 2016-11-06 20:42:35 UTC-04:00
g o002 Baseline : Form 2 Date of Birth (dd/mm/yy) := 05/12/49 Outstanding (New, in report and sent)
(Inconsistent) Modified by: validl 2016-11-01 17:35:36 UTC-04:00
Detail; Birth date does not match age on Form 1
§ 9002 1 Month Follov-up Overdue Visit Outstanding (New, in report and sent)
Modified by: valid! 2016-11-06 20:42:35 UTC-04:00
] w0002 2 Month Follov-up Overdue Visit Outstanding (New, in report and sent)
Modified by: validL 2016-11-06 20:42:35 UTC-04:00
§ 9002 3 Month Follov-up Overdue Visit Outstanding (New, in report and sent)
Modified by: valid! 2016-11-06 20:42:35 UTC-04:00
] w0002 Study Termination Overdue Visit Outstanding (New, in report and sent)
Modified by: validL 2016-11-06 20:42:35 UTC-04:00
§ 9002 Adverse Event 1 Page 1 : Form 9, AE Report 011 DESCRIPTION: Intensiy := 4 (Monitor) Outstanding (New, in report and sent)
Detail: The severity ntensity is greater than 3, Modified by: valid! 2016-11-01 17:44:59 UTC-04:00
but the question 'Is This A Serious Event?' is
answered 'No', This is inconsistent with the study
protocol. Please review.
g o002 Adverse Event 1 Page 1 : Form 9, AE Report 011 DESCRIPTION: Intensity := 4 (Clinical QC) Outstanding (New, in report and sent)
Detail: This severty intensity s greater than 3. Modfied by: validl 2016-11-01 17:32:58 UTC-04:00
Flease update the value once further information
is available.
99002 Adverse Event 1 Page 1 : Form 9, AE Report 011 DESCRIPTION: AE Description := Nausea, 722 and ending
fever (Other) Modfied by: valid! 2016-11-01 17:32:58 UTC-04:00
Detail; Please clarify the word after nausea. The
description provided through email is ‘Nausea,
wamit and fever'. Do you mean Vomit instead?
Note: The correction was provided via email.
1 99002 Adverse Event 1 Page 1: Form 9, AE Report 011 DESCRIPTION: AE Description := Nausea, 722 and Resolved corrected
Fever (Monitor) Resolved by: valid1 2016-11-01 17:32:25 UTC-04:00
Detail: Nausea and fever are two separate adverse Replied by: valid] 2016-10-30 14:23:13 UTC-04:00
events and should be reported in different CRF. Reply Text: Fever will be removed to a different
Flease review. Adverse Event Report form,
§ 99004 Baseline : Form 2 Fulse beats/minute : (Missing) Outstanding (New, in report and sent)
Modified by: valid! 2009-04-15 15:20:24 UTC-04:00
[ 90004 Baseline : Form 4, Pg 1 Missing Page Outstanding (New, in report and sent)
Modified by: validl 2016-11-06 20:42:35 UTC-04:00
§ 99007 Screening Visits : Form 1 Screen 1: Reading 1 systolic := 107 (Inconsistent) Outstanding (New, in report and sent)
Detail: This value is inconsistent with all other Modified by: valid! 2016-11-01 17:38:40 UTC-04:00
B readings. Please explain.
] 99007 1 Month Follow-up Overdue Visit Outstanding (New, in report and sent)
Modified by: valid] 2016-11-06 20:42:35 UTC-04:00
] %9007 2 Month Follov-up Overdue Visit Outstanding (New, in report and sent)
<

Review outstanding queries in Queries View

1. Select [Show| > [Outstanding Queries] to verify that you are seeing only outstanding queries for subjects in Site 99 - Hospital #99.
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@ plore [site_ ] Acceptance Test Study - - o X
Fle View Show Query Window  Help
Site 99 - 17 selected outstanding queries modified befween April 15, 2009 and November 6, 2016
Site / Subject Visit : Page Field : Category Status & Replies
osite 99 - Hospital .
e Screening Visis - Form 1 5. Patient has signed informed consent := Yes Outstanding (New, in report and sent)
(Other) Modified by: valid] 2016-10-07 13:47:03 UTC-04:00
Detail: We have not received this patient's
informed cansent form. Please send it by fax or
email without delay.
] 9001 Baseline : Form 2 Smoking Status := blank (Missing) Gutstanding (New, in report and sent)
Modified by: valid] 2009-04-15 15:08:54 UTC-04:00
) ssoot Study Termination : Form 6 Missing Page Outstanding (New, in report and sent)
Modified by: validl 2016-11-06 20:42:35 UTC-04:00
§ 9002 Baseline : Form 2 Date of Birth (dd/mm/yy) := 05/12/49 Outstanding (New, in report and sent
(Inconsistent Modified by: validl 2016-11-01 17:35:36 UTC-04:00
Detail: Birth date does not match age on Form 1
] w9002 1 Month Follov-up Overdue Visit Outstanding (New, in report and sent)
Modified by: valid! 2016-11-06 20:42:35 UTC-04:00
g 99002 2 Month Follov-up Overdue Visit Outstanding (New, in report and sent)
Modified by: valid! 2016-11-06 20:42:35 UTC-04:00
] w9002 3 Month Follov-up Overdue Visit Outstanding (New, in report and sent)
Modified by: valid! 2016-11-06 20:42:35 UTC-04:00
g 99002 Study Termination Overdue Visit Outstanding (New, in report and sent)
Modfied b vl 20161106 2:42:25 UTC-04:00
] w9002 Adverse Event 1 Page 1 : Form 9, AE Report 011 DESCRIFTION: Intensity := 4 (Monitor) Outstanding (New, in report and sent)
Detail: The severity ntensity is greater than 3, Modified by: valid! 2016-11-01 17:44:59 UTC-04:00
but the question 'Is This A Serious Event?" is
answered 'No'. This is inconsistent with the study
protocol. Please review.
§ 9002 Adverse Event 1 Page 1 : Form 9, AE Report 011 DESCRIFTION: Intensity := 4 (Clinical QC) Outstanding (New, in report and sent)
Detail: This severity intensity is greater than 3. Modified by: validl 2016-11-01 17:32:58 UTC-04:00
Please update the value once further information
is available.
§ 99004 Baseline : Form 2 Pulse beats/minte : (Missing) Outstanding (New, in report and sent)
Modified by: valid] 2009-04-15 15:20:24 UTC-04:00
{ os004 Baseline : Form 4, Pg 1 Missing Page Outstanding (New, in report and sent)
Modified by: validl 2016-11-06 20:42:35 UTC-04:00
§ 99007 Screening Visits : Form 1 Screen 1: Reading 1 systolic := 107 (Inconsistent) Outstanding (New, in report and sent
Detail: This value is inconsistent with all other Modified by: valid! 2016-11-01 17:38:40 UTC-04:00
BP readings. Please explain.
] %0007 1 Month Follov-up Overdue Visit Outstanding (New, in report and sent)
Modified by: valid] 2016-11-06 20:42:35 UTC-04:00
§ 99007 2 Month Follov-up Overdue Visit Outstanding (New, in report and sent)
Modified by: valid! 2016-11-06 20:42:35 UTC-04:00
] %0007 3 Month Follov-up Overdue Visit Outstanding (New, in report and sent)
Modifed by Vol 201611 06 20:42:35 UTC-0%:00
§ 99007 Study Termination Overdue Visit Outstanding (New, in report and sent)
Modified by: valid! 2016-11-06 20:42:35 UTC-04:00
< >

2. Examine Queries View to confirm:
o The Status & Replies column displays Outstanding (New, in report and sent) for all queries.
o An entry exists for Subject 99001 , Screening Visits Form 1, 5. Patient has signed informed consent.

o An entry exists for Subject 99007 , Screening Visits Form 1, Screen 1 Reading 1 systolic.

Using EDC, locate and reply to outstanding clarification queries

1. Locate the entry for Subject 99001, Screening Visits Form 1, 5. Patient has signed informed consent. Double-click the query to switch to Data View and make the
queried page and field active. Examine the information present in the Query window.

@ oFerplore e ) Acceptance TestStudy - - o x

File Edit View Select Show Subject Vst Plate Field Window Help

99001 - 1 0f 3 task records ® o ~
2. Male, or if female, not pregnant and using a reliable contraceptive method.
&% site 99 - Hospital 299 e
v {2 99001 3. Taking blood pressure medication.

~ 0 : Screening visits

4. Major surgery or other medical emergency in the past 6 months.

41 : Baseline 5. Patient has signed informed consent and agrees 1o return for monthly

§m2:Form2 follow-up visits.

~ 4 30 : Study Termination 6. Systolic blood pressure 160-200 mmHg or Diastolic blood uressure
- ~ 957105 mmHg on Reading 3 at both Screen 1 and Screen 2

M6 :Foms

12 99002 v
Patient is Eligible

1.2, 90004
18, 90007

Once Completed, Please Fax This Form to (###) -4,

11 November 2014

2. Male, or if female, not pregnant and using a refiable contraceptive method. n E]
Show All Records for This Subject I:] n
Tt 3. Taking blood pressure medication.
Skt chitolbsViewi 4. Wajor surgery or ofher medical emergency in the past 8 months. D L[4
uery Other (external, + %=
eyl 5. Patient hao signed informed consertand agroes fa refum for monthly M O
Calegory Other (external, clarification) ~ ~ follow-up visits.
/e have not received this patient's N ‘m bim
mfurmed consent form. Please send it by ystalic Ssul -200 or Diast m mevsure D
fax or email without delay. 95-106 mmHg on Reading 3 at both Screen 1 ar
Note: (none)
Status: Outstanding (New, in report and Patient s Efigible
sent)
Created: validl 2016-10-07 13:47:03 hd
Once Completed, Please Fax This Form to () ##-me#.
Reason for Data Value +
14 April 2009
Vi3-+1] Incomplete Pending 1 B

MissingValue[ ][] |Lest Save: 2016-10-07 13:47:03 UTC04:00 | Task: 0/16,

> |Reply to Query| or click

Legal values are: 0,2,1

2. Select | Inthe dialog, enter Informed consent was sent to study coordinator by email on March 20. in the New Reply field.
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@ DFexplore - Reply to Query

Field 5. Patient has signed informed consent

Reported Value |Yes

Category Other

Detai We have not received this patient's informed consent form. Please send
it by fax or email without delay.

New Reply

Informed consent was sent to study coordinator by email on March 20.|

Click

Query Other (external, __+_ * =1

Category: Other (external, clarification)
Detail: We have not received this patient's
informed consent form. Please send it by fax
or email without delay.

Note: (none)

Reply: site_monitor 2025-05-01 14:
UTC-04:00

Informed consent was sent to study
coordinator by email on March 20.
Status: Pending

Created: valid1 2016-10-07 13:47:03
UTC-04:00

Modified: site_monitor 2025-05-01 14:46:34
UTC-04:00

34

Cancel

4. Do not enter or change data in any of the remaining fields on the current page. Click

5. From the record list window, click [Return to Queries View). Examine the list of queries.

0 apply the reply to the queried field. Examine the information present in the Query window.

to save the current page and the query reply to the database.

@ plore [site. ] Acceptance Test Study - - o X
File  View Show Query Window  Help
Site 99 - 16 selected outstanding queries modified between April 15, 2009 and November 6, 2016
Site / Subject Visit : Page Field : Category Status & Replies
Site 99 - Hospital .
[ 99001 Baseline : Form 2 'Smoking Status = blank (Missing) Outstanding (New, in report and sent)
Modified by: validl 2009-04-15 15:08:54 UTC-04:00
g ssoo1 Study Termination : Form 6 Missing Page Outstanding (New, in report and sent)
Modified by: validl 2016-11-06 20:42:35 UTC-04:00
{ 99002 Baseline : Form 2 Date of Birth (dd/mm/yy) := 05/12/49 Outstanding (New, in report and sent)
(Inconsistent) Modified by: validl 2016-11-01 17:35:36 UTC-04:00
Detail: Birth date does not match age on Form 1
g 99002 1 Month Follov-up Overdue Visit Outstanding (New, in report and sent)
Modified by: validl 2016-11-06 20:42:35 UTC-04:00
g 99002 2 Month Follow-up Overdue Visit Outstanding (New, in report and sent)
Modified by: validl 2016-11-06 zn :42:35 UTC-04:00
g 99002 3 Month Follow-up Overdue Visit Outstanding (New, in report and sent)
Modified by: valid 2016-11- [Iﬁ ZEI :42:35 UTC-04:00
g 99002 Study Termination Overdue Visit Outstanding (New, in report and sent)
Modified by: validl 2016-11-06 20:42:35 UTC-04:00
g 99002 Adverse Event 1 Page 1 : Form 9, AE Report 011 DESCRIPTION: Intensity := 4 (Monitor) Outstanding (New, in report and sent)
Detail: The severity intensity is greater than 3, Modified by: validl 2016-11-01 17:44:59 UTC-04:00
but the question 'Is This A Serious Event?' is
answered 'No'. This is inconsistent with the study
rotocol. Please review.
{ 99002 Adverse Event 1 Page 1 : Form 9, AE Report 011  DESCRIPTION: Intensity := 4 (Clinical QC) Outstanding (New, in report and sent)
Detail: This severity intensity is greater than 3. Modified by: validl 2016-11-01 17:32:58 UTC-04:00
Please update the value once further information
is available.
[ 99004 Basaline : Form 2 Pulse beats/minute : (Missing) Outstanding (New, in report and sent)
Modified by: validl 2009-04-15 15:20:24 UTC-04:00
[ so004 Baseline : Form 4, Pg 1 Missing Page Outstanding (New, in report and sent)
Modified by: validl 2016-11-06 20:42:35 UTC-04:00
[ 99007 Sereening Visits : Form 1 Screen 1: Reading 1 systolic := 107 (Inconsistent) Outstanding (New, in report and sent)
Detail: This value is inconsistent with all other Modified by: validl 2016-11-01 17:38:40 UTC-04:00
BP readings. Please explain.
g 99007 1 Month Follow-up Overdue Visit Outstanding (New, in report and sent)
Modified by: validl 2016-11-06 20:42:35 UTC-04:00
g 99007 2 Month Follow-up Overdue Visit Outstanding (New, in report and sent)
Modified by: validl 2016-11-06 zn 42:35 UTC-04:00
g 99007 3 Month Follow-up Overdue Visit Outstanding (New, in report and sent)
Modified by: validl 2016-11- [IS ZEI '42:35 UTC-04:00
g 99007 Study Termination Overdue Visit Outstanding (New, in report and sent)
Modified by: validl 2016-11-06 20:42:35 UTC-04:00
< >

6. Locate the entry for Subject 99007, Screening Visits: Form 1, Screen 1: Reading 1 systolic. Double-click the systolic blood pressure query to switch to Data View

and make the queried page and field active. Examine the information present in the Query window.

DFdiscover 5.10.0

Acceptance Test Manual

Page 187 of 332



Fle Edit View Select Show  Subject Vist Plate

@ DFexplore [site monitor@ex ploredfdiscover.com] Acceptance Test Study - Task By Datzbase Status

Field  Window  Help

99007 - 1 0f 5 task records

&Site 99 - Hospital 299

v 4§l 30 : Study Termination

W7 :Form7

Show All Records for This Subject
Return to Queries View

Switch to List View
Screen 2:

Query Tnconsistent (ext v +][*]-

Category: Inconsistent (external,
dlarification)

Detail: This value is inconsistent with all
other BP readings. Flease explain.

Note: (none)

Status: Outstanding (New, in report and
sent)

Created: validi 2016-11-01 17:38:40
UTC-04:00

Modified: validi 2016-11-01 17:38:40

UTC-04:00 2
3,

Reason for Data Value +

N

el

Patient
Initials

F

C
ML

BLOOD PRESSURE SCREENING VISITS

12 99001 pationt
ey
12, 50002 Number | 9 9 00 7
12 90004
v .08 55007
v 40 : Screening Visits
age [66]  jears Sex

{5 : Form 5, 1 Month
v Lyl 22 : 2 Month Follow-up

Y5 : Form 5, 2 Month
v {W 23 : 3 Month Follow-up

{85 : Form s, 3 Month Screen1:  Date [23/04/16

day  month

Date

day  month

Eligibility Criteria

1. Age 1679 years oid.

® Mae
O Female

year

year

. Taking blood pressure medication.

Race ® Caucasian

O African American

O Asian

O omerspeers ]

systolic

iy |

Reading 1;

Reading 2:
Reading 3

systolic

Reading 1

Reading 2:

Reading 3;

. Male, or If female, not pregnant and using a reliable contraceptive method.

. Major surgery o other medical emergency in the past 6 months.

. Patient has signed informed consent and agrees to return for monthly
Sl 0 visite

diastolic

/%]
[loos ]
/loos ]

diastolic

[l ]
[l ]
[l ]

RRRRNRRIL L rmerrrrrnnl
DataFax #254 Plate #001 Visit #000

mmHg
mmHg

mmHg

mmHg

mmHg

mmHg

Vi4—-1]

Wesngaue ] |LestSove 20164101 173840 UTC08:00

pending

Task: 1/16

Legal values are: 60-300

7. Select
@ DFexplore - Reply to Query ? X
Field Screen 1 Reading 1 systolic
Reported Value 107
Category Inconsistent
Detai This walue is inconsistent with all other BP readings. Please explain.
MNew Reply Systolic reading was entered incorrectly. It should be 170.]
e

8. Click in the Reply to Query dialog to apply the reply to the queried field. Examine the information present in the Query window.

Query Inconsistent (ext ~ + [ k|-

Category: Inconsistent (external,
clarification)

Detail: This value is inconsistent with all
other BP readings. Please explain.

Note: (none)

Reply: site_monitor 2025-05-01 14:49:13
UTC-04:00

Systolic reading was entered incorrectly. It
should be 170.

Status: Pending

Created: validl 2016-11-01 17:38:40
UTC-04:00

Medified: site_monitor 2025-05-01 14:49:13
UTC-04:00

9. Click

10. Select >

Add an Electronic Signature (eSign) to a set of completed subject records

to close and exit DFexplore.

|| to save the current page and the query reply to the database.

> |Reply to Query| or click lin the dialog, enter Systolic reading was entered incorrectly. It should be 170. in the New Reply field.

NOTE: eSignatures require password permission to be set in the user role at the DFadmin level. The Password permission must be granted for the specific

eSignature plate.

1. Start DFexplore, login as user site_invest and open the 254 Acceptance Test Study as described in ( “How to start DFexplore”).

2. As user site_invest has 2FA enabled, enter security code received by email as previously defined.
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@ DFexplore - DFdiscover Data Management

d fex p lo re 2025 Version 5.10.0

DFdiscover Server

Q| explore. dfdiscover.com

> ‘

Usernam

e

|site_invest

Password

Please enter the security code that we just sent you

OR

Send New Code

Home | Proxy Config

# | Topics | About

NOTE: Refer to “Creatin

ignin

ns.” as a valid email address is required for site_invest to receive 2FA codes.

3. Select

> , click Background Options to expand the preferences. Click Color > to apply the changes.

@ DFexplore [site_invest@explore dfdiscover.com] Acceptance Test Study - All Records - 0o x
File Edit View Select Show  Subject Vst Plate Fidld  Window Help
[

&%site 99 - Hospitel £99

(&, 99001

2 95002

12 99003

12 99004

& 3007

Switch to List View

Query JE

Reason for Data Value

B

Missing Valoe

4. Locate subject 99003 , double-click its entry to expand a list of visits for Subject 99003.

5. Double-click 30 : Study Termination . Select 7: Form 7 to open a new STUDY TERMINATION form.
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| @8 DFexplore [site invest@explore dfdiscover.com] Acce

. annRnRnRiirrrrnnn
DataFax #254 Plate #007

27site 99 - Hospital #99
1.2 00001

Patient
12, 09002 Number | 9 9 0 03 et |
F

Patient
v 2 00003
0+ Screening Visits
v 30 : Study Termination
I 1. Did
1.2 00004
| 12 09007
90008
99009
99010
| 90011
90012
| Switch to List View

‘Query v +
2. Last

‘ 3. Iha

Reason for Data Value

vate |1/

ML day  month  year

STUDY TERMINATION

the patient complete the enire 16 week study?

O Yes

O no — why? [ Intolerable side effects
[ Lack of blood presstre response
O unwiling to return for follow-up visits
O Moved away
[ non-compliant with study medication
O other, specify:

{ dose of siudy medicaiton was taken on or  [J unknown

day  month  year

ve reviewed all data recorded on the study case report form (CRF), and certify that It is accurate and complete.

Date |/ /
day  month  year

bk H [

s signature |

m[0—1]

Legal values are: 30

6. Click anywhere in the screen background to begin data entry. Enter the form data as shown below:

@) DFexplore [site_invest@exploredfdiscover.com] Acceptance Test Study - All Records - %
Fle Edit View Select Show  Subject Visit Flate Field Window Help
S fpRRREnRiirrrrronn
£%site 98 - Hospital 209 DataFax #254 Plate #007
12 99001 Patient Patient Final Vi
e atien! inal Visit
02 99002 Number | 9 9 0 03 Initials Date 08/06/16
v 12 50003 F ML day  month  year
0 : Screening Visits STUDY TERMINATION
1. Didthe patient complete the entire 16 week study?
1.2 99004 O Yes
0& 99007 ® No — why? [J Intolerable side effects
Etid [ Lack of bloed pressure response
99003 .
3 unwilling 1 return for follow-up visits
99010
O Moved away
99011
p— O Nen-compliant with study medication
Other, specify: \Withdrew informed consent
Switch to List View
Query v +
2. Lastdose of study was taken on [/ or Unknown
day month year
3. 1 have reviewed all data recorded on the study case report form (CRF), and certify that it is accurate and complete.
Reason for Data Value +
gator's ‘ ]. ate |/ / |
day month year
blank i L1
m[0==1] Final Incomplete Pending
Missingvalue| ][ Legal values are: (undefined)

7. Press
respectively. Press

8. Press

( eSignature Time ) to make the save buttons active.

9. Click

@ DFexplore - Save

to save and eSign the STUDY TERMINATION form.

? x

This page is eligible for signing.

By entering your username and password, you are executing your electronic
signature, which is the legally binding equivalent of your handwritten
signature. Your electronic signature on this form indicates that you confirm that
the information provided is accurate and true, according to site operating
procedures and Good Clinical Practice (GCP) guidelines.

Enter password:

Username |s|te_|nvest

Password |--unu| ‘

Do not sign Cancel
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10. In the dfpassword confirmation dialog enter the user name site_invest and the corresponding password used for login in “Add an Electronic Signature (eSign) to a set

of completed subject records.” . Click to apply the electronic signature to the current STUDY TERMINATION page.

11. In the DFexplore - eSignature Reason dialog select Approved from the dropdown, click [OK].

99003 - 2 of 2

2, 00001
12 09002
v [ 9003

2,99004
12 09007
90008
99009
99010
90011
99012

Query o

File Edit View Select

& site 99 - Hospital #99

0 : Screening Visits

v 30 : Study Termination

Switch to List View

+

@ DFexplore [site_invest@explore dfdiscover.com] Acceptance Test Study - All Records -

Show  Subject Visit Plate  Field Window  Help

L L LLL

DataFax #254 Plate 30}
Patient Patient Final Visi
Number |9 9 003 initials oo [08/06/16
F M L day  month  year

STUDY TERMINATION

1. Did the patient complete the entire 16 week study?
O ves
® no - why? (D intolerable side effects
[ Lack of bloed pressure response
3 unwilling 1 return for follow-up visits
O Moved away

[ Non-compliant with study medication

Other, specify: \yithdrew informed consent

was takenon |/ / or Unknown

day  month  year

2. Lastdose of study

3. 1have reviewed all data recorded on the siudy case report form (CRF), and certify that it is accurate and complete.

Reason for Data Value

gator's ite_investigator | pate [01/05/25 ]
day  month  year

poproved

m[1—>1]

MissingValue ||| |Last Save: 2025-05-01 14:52:38 UTC-04:00 Legal values are: 30

12. Examine the 4 eSignature fields at the bottom of the page.

13. Select

to close and exit DFexplore.

Verify removal and Re-applicaton of eSignatures

1. Start DFexplore, login as user site_monitor and open the 254 Acceptance Test Study as described in ( “How to start DFexplore”).

2. Locate subject 99003 , double-click its entry to expand a list of visits for Subject 99003 .

3. Double-click 30 : Study Termination . Select 7: Form 7 to open the STUDY TERMINATION form.

File Edit View Select
99003 - 10 of 15

2%Site 99 - Hospital #99

23 : 3 Month Fol

20 : Form 11
40 : Death Re

1011 : A
1.2 00004
12 93007

1.2 99001
1.2 00002
v 2 99003
0 : Screening Visits
1 : Baseline
21 : 1 Month Follow
22: 2 Month Fol

4 Month Follow

@ OFexplor site_moritor@explore deiscove.com] Acceptance Test Study - AllRecords - o x

Shov

v 1130 : Study Termination

Switch to List View

o 2. Lastcose of stucy medicaton was taken on or @ Uninonn

Subject  Vist Plate  Field  Window  Help

LLLLLIRNNRRNRTE
Narmoar st

STUDY TERMINATION

Final Visit
™ [08/06/16

L day  month  year

1. Did the patient complete the entire 16 week study?
O Yes
® No — why? [ Inolerable side effects
[ Lack of blood pressure response
0 unwiling to return for follow-up visits
O Moved away
[ Non-compliant with study medication
Other. spechy: Withdrew informed consent

day  month  year

Query M +
3. I have reviewed all data recorded on the study case report form (CRF), and certify that it is accurate and complete.
signature [Site_investigator |, Dpate [01/05/25 ]
day  month  year
Approved M 14:52:38
Reason for Data Value +
m1-+1]

WosgValue || |iast Sove: 2025.05.01 14:52:38 UTC 04100

4. Click 2. Last dose of study medication was taken on field. Select > [Add Query] or click T to open the Add Query dialog. In the dialog, set:

o Category = Monitor

o Use = External

o Type = Clarification

o Status = New query
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o Enter Investigator to confirm last dose taken with subject during clinic visit. in the Note field.

5. Click [OK] to apply the query.
6. Press to advance to the Unknown field. Un-check (disable) the checkbox.

@ DFexplore site_monitor@explore dfeicover.com] Acceptance Test Study - All Records - o x
File Edit View Select Show  Subject Vist Plate Field Window  Help
99003 - 10 of 15 -
= ARRRnRni L rrrrrnnn
2%Site 90 - Hospital #99 " DataFax #254 Plate #007
1 ss00 patient Patient Final Vi
e atien inal Visit
12 99002 Number | 9 9 0 03 Initials Date 08/06/16
v 12es003 FMoL dey  month  year
0 : Screening Visits STUDY TERMINATION
1 : Baseline
1. Did the patient complete the entire 16 week study?
O Yes
® No — why? [ Intolerable side effects
weup [ Lack of blood pressure response:
O unwiling to return for follow-up visits.
[ Moved away
[ Non-compliant with study medication
Other, specify: Withdrew informed consent
1011 : A
1.2 55004
0 so007 o 2. Last doso ofstucy mectoation was taken on or [T Unknown
dey  month  year
Switch to List View
Queny| ° +
3. | have reviewed all data recorded on the study case report form (CRF), and certify that it is accurate and complete.
signature [site_i i . Dpate 01/05/25 |
day  month  yesr
Approved I 14:57:23
Reason for Data Value +
s
MissngValue[ ]| |LostSave: 20250501 14:57:23 UTC-04:00 | Legal values are: (undefined)

7. Press to advance through the remaining fields on the page until the save buttons become active. Click {Incomplete|to save the page.

8. Select > to close and exit DFexplore.

9. Start DFexplore, login as user site_invest and open the 254 Acceptance Test Study as described in ( “How to start DFexplore”).

10. Locate subject 99003 , double-click its entry to expand a list of visits for Subject 99003 .

11. Double-click 30 : Study Termination . Select 7: Form 7 to open the STUDY TERMINATION form.

99003 - 2 of 2

&% site 99 - Hospital #99
1.2 99001
12, 00002
v & 99003
0 : Screening Visits

v I 30 : Study Termination

1.2 09004
0. 99007
99008
99009
99010
99011
99012

Switch to List View

Query MIEE

@ DFexplore [site_invest@explore.dfdiscover.com] Aceeptance Test Study - All Records

e

Reason for Data Value

File Edit View Select Show Subject Visit Plate  Field  Window  Help

E—
T L LL

DataFax #254 Plate

Patient Patient Final Visi
Number [ 9 9 003 initials et [08/06/16
F M L day  month  year
STUDY TERMINATION

1. Did the patient complete the entire 16 week study?
O Yes
® No —> why? [ Intolerable side effects
(3 Lack of bloed pressure response
[ unwilling o return for follow-up visits
O Moved away
[J Non-compliant with study medication

Other, specify: \withdrew informed consent

2. Last dose of study was takenon |/ / or [ unknown

day  month  year

3. 1have reviewed all data recorded on the study case report form (CRF), and certify that it is accurate and complete.

s ‘ I Date | [/ |
day  month  year

blank B L]

mi1—+1]

Last Save: 2025-05-01 14:59:23 UTC-04:00 Legal values are: 30

12. Press to advance to 2. Last dose of study medication was taken on field. Select > [Edit Query| or click * to open the Edit Query dialog. Select

Resolved Corrected. Enter Confirmed date of last medication dose verbally with subject during clinic visit. in the Note field.

DFdiscover 5.10.0

Acceptance Test Manual

Page 192 of 332



13
14

MissingValue ][] |Last Save: 2025-05-01 14:50:23 UTC-04:00

Legal values are: 01/01/90-today

@
e ARRRRERIrrrrrmnn
&site 99 - Hospital #99 DataFax #254 Plate #007
2 00001 @ DFexplore - Edit Query. ? X
Visit
12 09002 . . ate  |08/06/16
v 08 99003 Site: 99, Subject: 99003, Visit: Study Termination, Page: Form 7 day  month
=
0 ; Screening Visits Field [2. Last dose of study ]
~ /30 : Study Termination Reported Value | |
[ il Category Monitor Use |External -
;]
o 99004 Status » ||| Resolved corrected Type |Clarification
12 09007
- Detail
99008
99009
99010
99011
99012
Note Confirmed date of last medication dose verbally with subject during clinic
visit,
Switch to List View
‘Query Monitor (externa +[*]-
Category: Moritor (external, darification) * 3 unknown
|| Detai: (none)
|| Hote: Investigator to confirm last dose
| | taken with subject during clinic visit. Created [ site_monitor 2025-05-01 14:59:23 UTC-04:00 |
Status: Outstanding (New)
‘ Created: site_monitor 2025-05-01 v Modified [ ste_invest 2025-05-01 15:00:49 UTC-04:00 | It it s accurate and complete.
[ — = Resolved [ site_invest 2025-05-01 15:00:49 UTC-04:00
‘ rr ]
cnca | | o0 LLL
day  month
blank M
! m[t—1]
L

. Click [OK] to close the dialog.

. Enter the 2. Last dose of study medication was taken on date as 02/06/16 .

. Press to advance to the eSignature Reason field. This field and the remaining fields on the page are used to capture eSignature reason, name, date and time,

respectively. Press

, attempt to enter any name in the Investigator's Signature field.

. Press [Tab|to advance to the remaining 2 eSignature fields. Again attempt to manually enter data into each of these fields. Press to exit the last field on the page

(eSignature Time) to make the save buttons active.

. Click to save and eSign the STUDY TERMINATION form.

@ DFexplore - Save ? X
This page is eligible for signing.

By entering your username and password, you are executing your electronic
signature, which is the legally binding equivalent of your handwritten
signature. Your electronic signature on this form indicates that you confirm that
the information provided is accurate and true, according to site operating
procedures and Good Clinical Practice (GCP) guidelines.

Enter password:

Username || ‘

Password | ‘

Do not sign Sign Cancel

18. In the dfpassword confirmation dialog enter the user name site_invest and the corresponding password used for login in “Add an Electronic Signature (eSign) to a set

of completed subject records.”. Click

19. In the DFexplore - eSignature Reason dialog select Reviewed from the dropdown, click [OK].
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@ DFexplore [site_invest@explore dfdiscover.com] Acceptance Test Study - All Records

File Edit View Select Show Subject Visit Plate  Field Window  Help

99003 - 2 of 2
. ARRRRRRLILrrrrmnn 3
&% site 99 - Hospital 299 DataFax #2564 Plate 4007 50)
2, 00001 » 5
atient atient Final Visit
0.2 99002 Number | 9 9 0 0 3 Initials Dato 08/06/16
v 01 55003 FM oL day  month  year
0 : Screening Visits STUDY TERMINATION
v dy Termination
1. Did the patient complete the entire 16 week study?
2 99004 O ves
0 99007 ® no - why? (D intolerable side effects
done [ Lack of blood pressure response:
99009 -
[ unwilling 16 return for follow-up visits
99010
O Moved away
99011
e [ Non-compliant with study medication
Other, specify: P/Vithdrew informed consent
Switch to List View
Query MIEE
2. Last dose of study was taken on [02/06/16 or [ unknown
day  month  year
3. I have reviewed all data recorded on the study case report form (CRF), and certify that it is accurate and complete.
Reason for Data Value
gators ite_investigator | pate [01/05/25 ]
day  month  year
Reviewed — [4 15:02:04

m[1-=1]

MissingValue ||| |Last Save: 2025-05-01 15:02:06 UTC-04:00 Legal values are: 30

20. Examine the 4 eSignature fields at the bottom of the page.

21. Select > to close and exit DFexplore.

End Module 13. Replying to EDC Queries, eSignatures

o Return to the DFATK application. Click to confirm successful completion of Module 13. Replying to EDC Queries, eSignatures.

Module 14. Re-submitting Query Corrections

Tests & Requirements

1. Submit PDF images to DFdiscover.

2. Verify that all CRFs have arrived successfully in Image view.

3. Retrieve submitted CRFs using DFexplore Image View.

. Enter Form 2, Subject 99001, resolve outstanding queries, and save the corrected CRF to the database.

. Enter Form 2, Subject 99002, resolve outstanding queries, and save the corrected CRF to the database.

. Enter Form 4, Subject 99004.

. Select and resolve a query in a field that has multiple queries.

. Review and approve a pending query reply for Form 1 for Subject 99002.

11. Confirm query resolution by examining the database status.

Estimate of Time Required: 30 Minutes

4
5
6
7. Enter Form 2, Subject 99004, resolve outstanding queries, and save the corrected CRF to the database.
8
9
0

. Review, correct and approve a pending query reply for Form 1, Subject 99007.

Begin Module 14. Re-submitting Query Corrections

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click [14. Re-submitting Query Corrections] followed by to begin this module.

Submit PDF images to DFdiscover

1. Click [Send Query Corrections| to email a copy of QC_corrections.pdf to site_monitor. Clicking more than once will result in multiple pages arriving to your email

inbox.

‘

NOTE: Save the QC_corrections.pdf file received via email to your local computer. This file is required to complete the remainder of this module. Refer to “Creating

user accounts and assigning study permissions.” as a valid email address is required for site_monitor to receive the module specific PDF files.
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2. Start DFsend, login as user site_monitor as described in “How to start DFsend”.

3. Click [Add). From the Select PDF Files file selection dialog, locate the previously saved QC_corrections.pdf file. Select the file, Click [Open).

DFsend [site_monitor@explore.dfdiscover.com] - O x
File  Help
File Name Status Add. .
Z/inputs/QC_corrections.pdf Remove
A )
B B
Send
Show Log

NOTE: Documents can also be added by dragging-and-dropping the desired PDF files from a local file folder directly into the list area.

4. Click [Send], enter site_monitor in the Username field and the previously assigned password in the Password field. Click [OK].

DFsend - Verify Password ? X

A password is required to send PDFs.

Username |5ite_mnmtnr |

Password |--unu| |

Conel

5. In the resulting Send PDFs to DFdiscover dialog, confirm 1 success and 0 failure are shown. Click .

DFsend - Send PDFs to DFdiscover ? X

o Total 1 POF files:

1 success
0 failure

6. Click [Show Log|to confirm successful transmission of the QC_corrections.pdf file to DFdiscover.

DFsend [site_menitor@explore.dfdiscover.com] - m] *
File  Help
File Name Status Add...
Remave
..?&9 loe ]
Send
I Hide Log
Send Log Total: 5 Senk: 5 Clear Log... Export Log...
File Name Status Send Date -
v Zifinputs/QC_corrections. pdf sent  2021-02-16 14:42:17
v Z/finputs/ID99002-module10.pdf sent  2021-02-16 12:37:18
v Z:finputs/|ID33002. pof sent  2021-02-16 10:59:36
v Zfinputs/|D33006.pdf sent  2021-02-12 14:08:02
v [ftsclient/imagedata/atkstates/.val234_states/inputs/Welcome_Faxpdf sent  2021-02-12 11:33:49
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7. Select > [Exit)

NOTE: Wait 2-3 minutes prior to proceeding to DFexplore.

Verify that all CRFs have arrived successfully in Image view

1. Start DFexplore, login as user data_coordinator and choose 254 Acceptance Test Study as described in “How to start DFexplore”

2. Select > [Preferences]. In the Preferences dialog, click E2 from Image View section. Select (enable) When the revised record is saved. Click to save and
close the Preferences dialog.

@ DFexplore - Preferences ? x
pl
[ use subject alias

Default view is  Data ~

Auto logout after ||

2] minutes of inactivity
Language default v

v Data Window

[ Expand all visits when a subject binder is open
Display first page when a visit is open
Advance to next field after current field is filled
Open first task record when task set is built
[ Warn before opening next subject when traversing task records
[ Retain scroll position when traversing task records
Display date picker for current date field
[ Auto text alignment for number, date, and time fields
[ pisplay metadata editor panel
&CRF background color
#EAEAEL
Custom color [+]
¥ Image Window
» Record List
» Query Defaults
> List View

v Image View

During duplicate resolution, display image review dialog
[ when the existing record is loaded

When the revised record is saved

¥ Reports View

Each report run opens in a new tab

¥ Background Options

color O black O white @ color
CRF Type| Default v

Cancel

3. Select > [Status]. Examine the information displayed for the Images awaiting review in Image Queue, Data Records and Queries tables.

@ oFexpl X Test Study - Status. - o X
Fle Edt Vew Window Help

Images awating review i Image Router |8 | (includes images for all studies)

Images awating review in Image Queue |5 ]

Site | Refresh
Subject

Clear
visit
Plate
[ +] Data Records Queries Reasons
level | Pendng  Mssed  Incompkte  Final Total Pedng  Outstendng  Resobed  Totdl Pendng  Repcted  Approved  Totd
o 1 1 10 10 2 4 6
—— 1 2 21 2 2 3 s 61 61
Level 2:2 2 2 B 6 7
Level 3:3 2 2 2 s 8
0==E0 2 2 4 1 2 1 4 1 10 1
Level 5: 5
Level 6: 6
Level 7: 7
Tozl 1 1 4 27 E 3 15 1 19 5 o7 3

E3 craphics ® bylevel O by status

Level 0: 0
Level 1: 1
Level 2:2
Level 3:3

Level 4: 4 4 I 4 1
Level 5: 5.
Level 6: 6.
Level 7: 7

pendng Mivissed Miinconpiete MiFinal Pending | Outstanding [Resolved pendng | Rejected MApproved

E3  studyusers

Username Host Tool snce
1 datafax WOUUUWONOIE -ATk  2025/05/02 07:48
2 data_coordinator  NENSSSNNNNE OFexplore  2025/05/02 07:50

Last refresh: 2025-05-02 07:50:41 UTC-04:00

NOTE: The number of pages awaiting review in the Image Router may be different from that shown here as this number includes pages for all studies on the
DFdiscover server, not only those that belong to the 254 Acceptance Test Study.

Retrieve submitted CRFs using DFexplore Image View

1. Select > [Image, in the resulting Automatic Retrieval dialog set:
o Check (enable) Enable Edit Checks
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o Save level =1 - Level 1

o Select = document

o By Age = oldest

o Quantity = 10

@ DFexplore - Automatic Retrieval ? X

5images for selection, 0in use

Savelevel | 1-Level 1
Select ® document

By Age @ oldest
Quantity

o Enable edit checks

Opsge O oplate

() newest

Cancal

2. Click [OK] to bring forward all new images awaiting data entry.

@ OFexplore [data_coordinator@explore.dfdiscover.com] Acceptance Test Study - Image

1ofs

ImagelD  Subject Visit Plate

Previous Set NextSet
Sitch to Data View

Query. 3]

Reason for Data Value

Mising Value

BRRRRRRL PP errrrrrn
Daaraxkzs P 1002 Vst

pationt pationt
Numbor [ 9 9 00 2 Initals Entry Dato [06/03/97
T day  month
PATIENT ENTRY FORM
Randomization

year

Provided the patient mests alleligbilty cieia, call he randomization hot ine ((905) 999-8888) for tis patient's
r.

random medication code num!

Medication Code #:

Give the patient one bottle of study medication from the medication kit with this code number.

Medical Examination

Date of Birth

IRRRRRRLLLrrrrrerrrrrrrrnrn
w02 Va0t

DataFax #254 Plate

F

Ruedec il Eniry Date
ML day

montfy
PATIENT ENTRY FORM
Randomization

Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) for this patient's
random medication code number.

Medication Code

Give the patient one bottle of study medication from the medication kit with this code number.

Medical Examination

Fist 2 boxes = center number

year

Enter Form 2, Subject 99001, resolve outstanding queries, and save the corrected CRF to the database

1. With PATIENT ENTRY FORM for Subject 99001 as the current page, click anywhere on the page background to make the page active for data entry. Beginning with

specify a Subject of 99001. Click [OK]. Press to exit the field.

DFdiscover 5.10.0
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> [Change Barcode],

the Patient Number field, verify that the correct Subject 99001 is displayed. If the Patient Number is incorrect, correct it by selecting |P
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@ DFerplore [

Fie Edit View Select Plate  Field
1ofs

Window

tance Test Study - Image
Help

ImagelD  Subject Visit Plate

RERRRRRRLLLLErrrmrrrrrrrrrn
DataFax #254 Plate #002 Visit #001

Patient Patient
Number | 9 9 0 0 1 T ] Entry Date [06/03/97
F ML day  month  year
PATIENT ENTRY FORM
Randomization

Provided the patient meets all eligivilty criteria, call the randormization hot line ((905) 999-8888) for this patient’s
random medication code number.

Medication Code #:

Give the patient one bottle of study medication from the medication kit with this code number.

Medical Examination

Previous Set Neat Set
Switch to Data View

Query “E

Reason for Data Value.

Date of Birtn [25/02/37 ©
Namver 9] 9[ 9] 0[ £ Tniias [A1B]C] enay oawe [CL6][O] 3]0 7] B
F ML day  month year

PATIENT ENTRY FORM
Randomization

Provided the patient meets all eligibilty criteria, call the randomization hat line ((305) 999-8888) for this patient's
random medication code number.

Medication Code #:

Give the patient ene hattle of study m edication from the medication kit with this c ode number.

Medical Examination

st ot ity
day

month year

Weicht b o [I2TEG] ke

Vo1

[=1E]

NOTE: In your normal image entry process, you must always pay careful attention to the accuracy of the ICR data. You will need to do the same here. It is
possible that the new pages contain ICR errors that you will need to correct during entry. In particular, it is important that you correct any key fields (visit and/or
subject numbers) that may have been misread as these are critical to the identification and storage of the data. Note that the ICR data records on your screen
may not match exactly those shown in the examples throughout this module.

2. Click [OK] to load the data from the existing subject 99001, PATIENT ENTRY FORM.

@ DFexplore - Duplicate Record
o A record with these keys already exists:

Subject: 99001, Visit: 1, Plate: 2
Last Save: 2025-04-11 12:42:05 UTC-04:00

OK to load this record?

T X

3. Press to advance from field to field, and verify that data is the same as that found on the CRF image. Note that some fields may contain values that have been
assigned by edit checks. Stop when the Smoking Status field becomes the current field. Examine the details in the Query window. Enter the data as it appears on

the image.

Query Missing (external, ct ~ r‘mmF"_

Detail: (none)
Note: (none)

UTC-04:00

Category: Missing (external, correction)

Status: Outstanding (New, in report and sent)
Created: validl 2009-04-15 15:08:54 UTC-04:00
Meodified: validl 2009-04-15 15:08:54

NOTE: When data is entered into a field that contains an outstanding missing value query of type Correction, the query is automatically resolved by DFdiscover

as the missing data has now been provided. The color green indicates that the query has been resolved.

4. Continue tabbing through the remaining fields on the page to verify that the data in the fields is the same as the CRF image. Once the save buttons become active at

the bottom of the record, click

DFdiscover 5.10.0

|| to save the corrected page.
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@ DFexplore - Review Images

Window

Image ID Type  Arrival Status Sender Primary
2107/0009001 CRF 2021/02/16 14:46:10 i Fix Keys

CRF secondary

Delete

> Reset

L ]

DataFax #254 Plate #002 Wisit #001

Number Initials Eniry pate (0]

F M L de

PATIENT ENTRY FORM

Randomization

Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) v
>

Split | Mo ~ Apply Cancel

5. Using the scroll bars, examine the primary image and locate the corrected Smoking Status field to verify that this is the same image that was saved with the
corrected data record in “Enter Form 2, Subject 99001, resolve outstanding queries, and save the corrected CRF to the database.”. Click to exit the Review

Images dialog.

(3] ptance Test Study - Image. - o X
= BRRRRRRL L rrrerrerrrrrrn
ImagelD - Subject Vit Plate DataFax #254 Plate #002 Visit#001
) 2omcoscor ssom 1 2
Patient Patient
Number 9 9 00 2 ars | Entry Dato [20/01/16
] oL day  month  year
J - PATIENT ENTRY FORM
Randomization
Provided the patient meets al eligibilty crteria, call the randomization ot ine ((905) 999-8888) for this patient’s
random medication code number
Medication Code #: (1234
Give the patient gne bottle of study medication from the medication kit with this code number.
Medical Examination
Date of it [05/12/85 y
. e N
vauen raent
Number 91 9] 0]0[2 initials [J_[A]M EntryDate 2O [0 L][L1]6 2
oL Gay  month year
PATIENT ENTRY FORM
Prevous et Nextset
ST Randomization
Queny < Provided the patient meets al elgivilty criteria, call the randomization hot line ((905) 999-8888) for this patient's
random meditation code number
wedication code #: [L[2[3 4]
Give the patient one bottle of study medication from the medication kit with this code number.
Medical Examination
Resson for Data Vake
day  month ~ year JS:10/%
Weight kg or LLLOTA]]S | ms N
< >
Vo1 [1o]

6. Return to the saved page for Subject 99001 by selecting it from the Image Queue list. Examine the bottom right corner of the main data entry screen.

TE

Enter Form 2, Subject 99002, resolve outstanding queries, and save the corrected CRF to the database

1. From the new Image Queue, click the 2nd entry in the list (Subject 99002) to make it the current page. Click anywhere on the page background to make the page

active for data entry. Beginning with the Patient Number field, enter the correct subject 99002 and press

@ DFexplore - Duplicate Record ? X

A record with these keys already exists:
Subject: 99002, Visit: 1, Plate: 2
Last Sawve: 2025-04-11 12:42:19 UTC-04:00

OK to load this record?

2. Click to load the data from the existing Subject 99002, PATIENT ENTRY FORM.

DFdiscover 5.10.0

to exit the field.
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(5]
Image ID Subject  Visit Plate
3/000NO 1 2

| Switch to Data View

Query| NIEE

Window

Patient
Number

RERRRRRRI LI errrrnern

Dsarankzsh o002 Vtsoor

99002 niiats. DAM |
o

PATIENT ENTRY FORM

L

Randomization

Provided the patient meets all
random medication code num

Medication Code #:

Give the patient one bottle of study medication from the medication kit with this code number.

Medical Examination

Oate of Bicn [05/12/1949 ]
day

month year

Sigibily rieia, call the randomizaton hot i ((905) 999-8888) or tis pationts

Enty Date

day  month  year

Reason for Data Value

Patient
Number

LI LL IR EEE IRNEEREREE |
Dauras 8354 Pt o5z Sequece 01
i

PATIENT ENTRY FORM

ML

Randomization

Provided the patiert meets ail
random medication code numi

Medication code #: [L]2]3[4]

Give the patient ene bottle of study medication from the medication Kit with this code number.

Medical Examination

oat ot

51
E2]e= 21 SN

aay mont "~ year J.

eligivilty criteria, call the randomizaion hot line ((305) 393-8888) for this patient's
ber

Entry Date
Gay  month

Vi4—1]

First 2 boxes = center number

3. Press

field. Examine the details in the Query window.

4. Enter the corrected date value 05/12/1951, as it appears on the image of the CRF. With Date of Birth as the current field, select

@ DFexplore - Edit Query X
Site: 99, Subject: 99002, Visit: Baseline, Page: Form 2

Field [Date of Birth (dd/mmyyyyy) |

Reported Value [05/12/1949) \

Category Inconsistent Use |External ~

Status E‘iﬂoutsﬁandmg (New, in report and sent) Type Correction ~

Detail Birth date does not match age on Form 1

Note

Created [valid1 2016-10-27 13:57:26 UTC-04:00 \

Madified |validL 2016-11-01 17:35:36 UTC-04:00 |

Resolved ‘ ‘

Cancel

5. Select Resolved corrected from the Status pull-down. Click to apply the change to the query status. Examine the Query window.

Query Inconsistent (extern |_”T|m|?|

Hote: (none)
Status: Resolved corrected

UTC-04:00

08:11:10 UTC-04:00

Category: Inconsistent (external, correction)
Detail: Birth date does not match age on Form 1

Created: valid1 2016-10-27 13:57:26 UTC-04:00
Modified: data_coordinator 2025-05-02 08:11:10

Resolved: data_coordinator 2025-05-02

to advance from field to field, and verify that data is the same as that found on the CRF image. Stop when the Date of Birth field becomes the current

d| > [Edit Query| or click * .

6. Continue tabbing through the remaining fields on the page to verify that the data in the fields is the same as the CRF image. Note that some fields may contain values

assigned by edit checks. Once the save buttons at bottom of the record become active click to save the corrected page.

DFdiscover 5.10.0
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@ DFexplore - Review Images ? b4

Window  Image ID Type  Arrival Status Sender Primary
Fix Keys
secondary
Delete
< > Reset
T I
DataFax # 254 Plate # 002 Sequence # 001
Kamber e Entry Date [2]
F M L de
PATIENT ENTRY FORM
Randomization
Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) v
< >

Split | Mo ~ Apply Cancel

7. Using the scroll bars, examine the primary image and locate the corrected Date of Birth field to verify that this is the same image as was saved with the corrected
data record in “Enter Form 2, Subject 99002, resolve outstanding queries, and save the corrected CRF to the database.”. Click to close the Review Images

dialog.
@ oFexpl ¥ tance Test Study - Image - o X
sors B
e | (ELT LR NENNRRE I
Yt it 2] DataFox #254 Pt 004 .
leparmem 1 2 Narmber iats Page Number (1] of
i
CURRENT MEDICATIONS
List any medicatlons (rescibed and non-proscribec) which ihe patient s currntly taking.
If None. put an X in this box.
Total Dose Start Date or
Drug Name Per Day (mg) Duration of Use Indication
n I ] I |
2 | I ] I |
a | I |1 I |
A
TNRNRRnT T
o sstisess, (1] o [1
ich oot Ve T
Query| e CURRENT MEDICATIONS
List any medications (prescribed and non-prescribed) which the patient is currently taking.
If None, put an X in this box.
Total Dose Start Date or
Drug Name Per Day {mg) Duration of Use Indication
\
Reson for Dt Ve
2
K
w1 oo

Enter Form 4, Subject 99004

1. Click anywhere on the page background to make the page active for data entry. Beginning with the Medications Page Number field, enter 1 as shown on the CRF
image. Press to exit the field and move to the Patient Number. Enter the number shown on the CRF image and leave the field.

NOTE: The CURRENT MEDICATIONS form for Subject 99004 has been flagged as Missing in the Query report of Module 12. As a result, arrival of this plate will not
trigger the Duplicate Record warning because the page does not currently exist in the study database.

2. Enter all fields on the data record as they appear on the CRF image. Once the save buttons at bottom of the record become active, click to save the entered
page.
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® ¥ tance Test tudy - Image - o x
Fie it View Select Plte Fild Window Help
aofs
D [szpalv] JIILLL IR IR |
DataFax #254 Plate #002 Visit#001
) zovoo0nn ssen 1 2
Patient Patient
(awmmes em 02 Number |9 9 0 0 4 Initials. Entry Date 03/06/97
) 210770009003 99004 1 4 F ML day  month  year
20N 1 2 PATIENT ENTRY FORM
Randomization
Provided the patiert meefs al eligivilty crteria, call the randomization ot ine ((905) 999-8888) for this patient's:
random medication code number.
Medication Code #: 9876
Give the patient one botile of study medication from the medication kit with this code number.
Medical Examination
Date of Birth | / / M
< ST >
vauen vaent
Number [9 | 9] 0] O] 4 Initials | 7| R| B Entryate [0 3[[0] 6][9] 7 2
T Gay  month year
PATIENT ENTRY FORM
Prevous et Nextset
— Randomization
Query < Provided the patient meets al elgibilty criteria, call the randomization hot line ((905) 988-8388) for this patient's
random medication code number.
Wedication Code # 9] 8] 7]6]
Give the patient one bottle of study medication from the medication kit with this code number.
Medical Examination
Reason fo Data Vabe
Date or i
Gay . month
Weight 6 kg or Ibs
< >
Vo—-1] [l

Missing Value

Fist 2 boxes = center number

NOTE: The Review Images window does not appear upon saving Form 4, Subject 99004 because a duplicate page does not exist for this set of keys.

Enter Form 2, Subject 99004, resolve outstanding queries, and save the corrected CRF to the database

1. Click anywhere on the page background to make the page active for data entry. Beginning with the Patient Number, enter 99004 as shown on the CRF image. Press

4.

. Press

to exit the field.

@ DFexplore - Duplicate Record

OK to load this record?

o A record with these keys already exists:
Subject: 99004, Visit: 1, Plate: 2
Last Save: 2025-04-11 12:42:27 UTC-04:00

. Click [OK] to load the data from the existing Subject 99004, PATIENT ENTRY FORM.

First 2 boxes = center number

@ DFexplore [data_ Test Study - Image. - o x
Fle Edt Vew Select Pte Field Window Help
dofs -
RIRRRRRRLL LI TR rrrrren
Image D Subject  Visit Plate. DataFax #254 Plate #002 Visit #001
| 2s18/000P001 99001 1 2
Patient Patient
0 2518/000P002 92002 1 2 Nomber L9 9 00 4 Tnitiats [TRB. Entry Date 03/06/97
| 2518/000P003 99004 1 4 Fut day  month  year
2 PATIENT ENTRY FORM
Randomization
Provided the patient meets al aigiily criteia, callthe randomization hot line ((905) 999-8888) for ths patients
random medication code number
Medication Code #: 9876
Give the patient one bottle of study medication from the medication kit with this code number.
Medical Examination
Date of Birth (12/04/1927
day  month  year
Previous Set Next Set
DataFax #254 Plate #002 Sequence #001
Switch to Data View patient patient
T Nimper (ol ol 4] e [TIz[e] ey pate (]
Query FoMoL ey month year
PATIENT ENTRY FORM
Randomization
Provided the patient meets all eligibility criteria, call the randomizaion hot line ((305) 983-8888) for this patient's
random medication code number
medication code #: [ 2] 8] 716 ]
Give the patient one battle of study medication from the medication kit with this code number.
Reason for Data Velue
Medical Examination
Date of Bith DZ‘
day  month  year
Vi1—+1] Incomplete Pending 1 @0

to advance from field to field, and verify that data is the same as that found on the CRF image. Note that some fields may contain values assigned by edit
checks. Stop when the queried Pulse field becomes the current field. Examine the details in the Query window.

Enter the correct response as it appears on the image of the corrected CRF. Examine the details in the Query window and press to exit the corrected Pulse field.

DFdiscover 5.10.0
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@ DFexplore [data_

TestStudy - Image - o x
Fle Edt  View Select FPlate Field Window Help
40ofs ~
Image  Subject Vist  Plate Weignt [067.3 W or (1482 -
| 2s18/000P001 99001 1 2
0 2519000P002 s9002 1 2 Heignt [168 o o [066.1 "
| 2518/000P003 99004 1 4
518/000P004 99004 1 2 puse 1070 beats/minute
Smoking Status O Never smoked Exercise® O None, or <1 time/week
[® exsmoker ® 1.2 times/week
O smokes cigarettes O 34 times/week
O smokes pipercigars O >4times/wesk
* aerobic exercise for at least 20 minutes.
Date of First Study Follow-up Visit (1 month + 3 days) 03/07/97
day  month  year
Previous Set Next Set weignt L_16 31kg or tos
Switch to Data View
veoe [lele] o o (1110
Query| Y E[+
puse [01710] searsimimte
1 ouis
smoking status [ Never smoked Exercise* [ None, or <1 time/weck
B4 Ex-smoker " 1-2 times/week
O smokes cigarettes O 3.4 times/weex
O smokes pipe/cigars 0O >4 times/iweek
“ aerobic exerise for at least 20 minutes
Reason for Data Value +
Date ot Fist study Follow-up Visk (1 monit 2.3 cays)
Gay  month year
V111 Final Incomplete Pending 1 @0
Missing Value| Legal values are: 0,1,2.3,4

. Continue tabbing through the remaining fields on the page to verify that the data in the fields is the same as the CRF image. Once the save buttons at the bottom

become active, click

to save the corrected page to the database.

. Using the scroll bars, examine the primary image and locate the corrected Pulse field to verify that this is the same image as was saved with the corrected data record
in Step 3. Click to close the Review Images window.

@ DFexplore - Review Images

Window  Image ID

2107/0009004 CRF

Type Arrival

Status Sender

2021/02/16 14:45:10*pril

secondary

Primary
Fix Keys

Delete

Reset

DataFax #254

Randomization

Plate #002

Patent patient

F M L

PATIENT ENTRY FORM

Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) v
>

Sequence #OO1

Entry Date EI

de

Split | Mo ~ Apply Cancel

Select and resolve a query in a field that has multiple queries

. With the ADVERSE EVENT REPORT Form for Patient Number 99002 as the current plate, click anywhere on the page background to make the page active.
Beginning with the Adverse Event Report No. field, enter the value as shown on the CRF image. Press to exit this field and advance to the AE Identifier field.

Upon entering the AE Identifier field, the edit check AESEQNUM2 automatically complete this field. Press [Tab| to exit the AE Identifier field to advance to the Patient

Number field. Verify that the correct Subject 99002 is displayed for the Patient Number field. If the number is incorrect, correct it and press to exit the field.

@ DFexplore - Duplicate Record

o A record with these keys already exists:
Subject: 99002, Visit: 1011, Plate: 9
Last Save: 2016-11-01 17:32:58 UTC-04:00

OK to load this record?

? X

DFdiscover 5.10.0

2. Click to load the data from the existing Subject 99002, ADVERSE EVENT REPORT FORM.

Acceptance Test Manual

Page 203 of 332



@ oFerplore st Tt Sty - Image

50f5

IRRRRRRILTITTHITN i
Dsarankzsh Pt 000

imageDd  Subject Vist  Flate
| 2518/000P001 99001

12
Patient Patient Adverse Event
0 2518/000002 92002 1 2 Namber | 9900 2 Tnitiais DAM ‘Report No.
| 2518/000P003 99004 1 4 Fut
0 2518/000P004 99004 1 2 ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event Start Date Intensity  Relationshipto  Action(s)  Outcome Is This A
day  month  year ‘Study Drug Taken Serious Event?
22702716 (2] oo O ves ®no
Desciption | d vomiti
2. CHANGES
During the study, use this form to record all changes in this Adverse Event until it is resolved o the study ends for
this patient. Fax all additions to this form immediately, and if the above event is serious. call the Clinical Safety
Monitor immediately.
Date of Change Intensity  Relationshipto  Action(s) Outcome s
day . Study Dr Taken Serious Event?
o m— — — i O e B v
Previous Set Next Set DataFax #254 Plate #009
Switch to Data View patient Patient Adverse Event
Q =TT Nimber [ofof 2] s [LTA V] Report No.
uery T T Tion Fage
No. Mo
ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event start Date Intensity  Relationshipto  Action(s)  Outcome Is This A
day | month  year ‘Study Drug Taken Serious Event?
B2 e EOO O @
Description __Nausea and vomiting
Reason for Data Value
Reason: Set by edit check AESEQNUM2 2. CHANGES
status: Approved During the study, use this form to record all Ghanges in ttis Adverse Event until it s resolved or the study ends for
Created: valid1 2016-10-30 14:09:08 UTC-04:00 this patient Fax ail additions to this form immediately, and if the above event is serious, cafl the Giinical Safety
Reviewed: valid1 2016-11-01 17:32:58 Monitor immediately.
uTc-04:00 Date of Change Intensity  Relationshipto  Action(s) Outcome Is This A
Gy month  year SwdyDnig  Taken Serious Event?
(| — | — | 2
== B
esngvae | Number AEs sequentialy

3. Correctly enter each data field on the page per the CRF image, up to the Intensity field. Confirm that the Intensity field has a value of 4, and contains 2 unresolved

queries.

4. Enter the correct value 2 for Intensity field per the CRF image. Examine the details in the Query window.

Query Monitor (external, o |_”T|m|?"7

Category: Monitor (external, correction)

Detail: The severity intensity is greater than 3,
but the question 'Is This A Serious Event?' is
answered 'Mo'. This is inconsistent with the study
protocol. Please review.

Note: (none)

Status: Outstanding (New, in report and sent)
Created: validl 2016-11-01 17:44:59 UTC-04:00
Meodified: validl 2016-11-01 17:44:59
UTC-04:00

5. Select

> [Edit Query| or click * . Choose Resolved corrected from the Status pull-down. Click to apply the edits.

& DFexplore - Edit Query ? X

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Page: Form 9, AE Report 011

Field |DESCRIPTION: Intensity |

Reported Value ‘4 ‘

Category Maonitor Use | External ~

Status E||]|Reso\ved corrected Type Correction ~

Detail The severity intensity is greater than 3, but the question 'Is This A Serious
Event?' is answered 'No'. This is inconsistent with the study protocol. Please
review.

Note

Created |validL 2016-11-01 17:44:59 UTC-04:00 \

Modified [data_coordinator 2025-05-02 08:29:37 UTC-04:00 \

Resolved ‘data_coordmator 2025-05-02 08:29:37 UTC-04:00 ‘

6. With the focus still on the Intensity field, examine the details in the Query window. Select the Clinical QC query from the Query drop-down, and examine its details.
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Query Clinical QC (externa ~

is available.
Hote: (none)

UTC-04:00

Category: Clinical QC (external, correction)
Detail: This severity intensity is greater than 3.
Please update the value once further information

Status: Outstanding (New, in report and sent)
Created: validl 2016-10-30 14:09:08 UTC-04:00
Modified: validl 2016-11-01 17:32:58

7. Select > [Edit Query| or click * in the dialog, choose Resolved corrected from the Status pull-down. Click to apply the edits.

@ DFexplore - Edit Query

ey

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Page: Form 9, AE Report 011

Field ‘DESCRIPTION: Intensity

Reported Value ‘4

information is available.

Category Clinical QC Use |External ~
Status » .[||Resn\\.red corrected Type | Correction ~
Detail This severity intensity is greater than 3. Please update the value once further

Note

Created [valid1 2016-10-30 14:09:08 UTC-04:00 \
Modified |data_coordinator 2025-05-02 08:31:04 UTC-04:00 \
Resolved |data_coordinatar 2025-05-02 08:31:04 UTC-04:00 |

Cancel

8. Press to advance through the fields, and verify that the data is the same as that found on the CRF image. Note that upon leaving the Description field, an edit

check is executed and DFlookup:aecodes dialog appears. Click

@ DFexplore - DFlookup: accodes

*

Search terms | @ |

entries with () ANY (@ ALL () OMLY search terms in the following fields

Acronym
IH Result

Lockup Fields Current Selection
(INCR GAS) FLATULENCE
FLATULEMNCE, 428 DIGESTIVE,3

Find Previous

Filter

Reset

Acronym

(INCR GAS) FLATULENCE
4-55TOOLS A DAY

ABD BLOATING SENSATION
ABD BLOATING

ABD CRAMPING

ABD CRAMPS

ABD DISCOMFORT

ABD DISTENSION

<

Result

FLATULENCE, 428 DIGESTIVE 3
DIARRHEA, 301, DIGESTIVE,3
FLATULENCE, 428 DIGESTIVE,3
FLATULENCE, 428 DIGESTIVE,3

ABDOMINAL CRAMPS, 2005, DIGESTIVE,
ABDOMINAL CRAMPS,2005,DIGESTIVE,
ABDOMINAL PAIM, 831 BODY AS A WH
ABDOMEN ENLARGED,1,BODY ASA'W

|| to close the DFlookup:aecodes dialog.

9. Continue tabbing through the remaining fields on the page and verify that the data in the fields is the same as the CRF image. Once the save buttons become active

at the bottom of the record, click (Incomplete| to save the corrected page to the database. Upon clicking {Incomplete|, the Review Images dialog appears. Click

to close the Review Images window.
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@ DFexplore - Review Images

? x
Window  Image ID Type  Arrival Status Sender Primary
2107/0009005 _CRF__2021/02/16 14 DFsend Submit PDF:site_monitor0( —
1644/ 1 CRF ndary
Delete
< > Reset
IRRE R IR EEE PN :
aFax #254 Plate #008
ﬂ - Patient Adverse Event
Initials Report No.
F M L Event  Pagc
No. No
ADVERSE EVENT REPORT
PTION OF ADVERSE EVENT
vent Start Date Intensity Relationship t¢  Action{s)  Cutcome Is This A
month year Study Drug Taken Serious Ever o
< >
Split | Mo ~ Apply Cancel

Review and approve a pending query reply for Form 1 for Subject 99002

1. Select [View] > Queries).

@ DFexplore - Confirm ? X

0 Release all images and continue?

Cancel

2. Click in the confirmation dialog to release the Image View records and open Queries View.

3. Select [Show| > [Pending Queries] to display only queries for which a resolution is pending. Double-click Site 99 - Hospital #99 entry to display all pending queries.

@ DFexplore [data_ Test Study - All Records:
File View Show Query Window Help

Site / Subject Visit : Page Field : Category
&2 5ite 0 - Fnet (e

&2 site 10 - Hospital .

&2 site 20 - Hospital ...

Site 99 - 3 pending queries modfied between November 7, 2016 and May 2, 2025

- o x

Status & Replies

&7%site 99 - Hospital ..
| 9001

Screening Visits - Form 1 5. Patient has signed informed consent := Yes
(other)
Detail: We have not received this patient's
informed consent form. Flease send it by fax or
email without delay.
99002 Adverse Event 1 Page 1 : Form 9, AE Report 011 DESCRIPTION: AE Description := Nauses, 772 and
! fever (Other)
Detail: Please clarify the word after nausea. The
description provided through email is "Nausea,
vamit and fever'. Do you mean Vomit instead?
Note: The correction was provided via email
99007 Screening Visits : Form 1 Screen 1: Reading 1 systolic := 107 (Inconsistent)
! Detail: This value is inconsistent with al other
BP readings. Please explain.

Fending

Modified by: valid1 2016-11-07 08:15:39 UTC-04:00
Replied by: valid1 2016-11-07 08:15:39 UTC-04:00
Reply Text: Informed consent was sent to study
coordinator by email on March 20.

Modified by: data_coordinator 2025-05-02 08:32:11 UTC-04:00

Fendin

Modified by: valid1 2016-11-07 08:18:30 UTC-04:00
Replied by: valid 2016-11-07 08:18:30 UTC-04:00
Reply Text: Systolic reading was entered
incorrectly. Tt should be 170.

4. Locate the pending query for Subject 99001, 5. Patient has signed informed consent. Double-click the query to make the queried field and page the current page.

Examine the information in the Query window.

DFdiscover 5.10.0

Acceptance Test Manual

Page 206 of 332



@ OFexplore [data_
Fle Edt View Select Show  Subject  Vist

Test Study - All Records

Plate  Field Window Help

J18 22 : 2 Month Follow-up

23 1 3 Month Follow-up

> |19 24 : 4 Month Follow-up
{30 : Study Termination

51: Medication Log Page 1 ¥

Return to Queries View

99001 - 1 of 16 1. Age 1679 years oid. . [e]
22 site 0 - OFnet (Error Monior) A !
22 site 10 - Hospital #1 2. Male, or f female, not pregnant and using a reliable contraceptive method. & °
o —
22 ite 20 - Hospital £2 ° .
S —— 3. Taking blood pressre medication X
4. Major surgery or other medical emergency in the past 6 months. o ®
—_—
5. Patient has signed informed consent and agrees to return for monthly S
follow-up vists
> 1: Baseline 1
6. Systolic blood pressure 160-200 mmHg or Diaslolic biood pressure
21 : 1 Month Folow-up 95-105 mmHg on Reading 3 at both Screen 1 and Screen 2. e o

Patient is Eligible

Once Completed, Please Fax This Form to (###)##-####.

> (D40 : Death Report 11 November 2014
201 : Diary Week 01
> 202 : Diary Week 02

Switch to List View

Query Other (external, [+ *]=]*

cat

informed consent form. Please send it by fax
or email without delay.
e:

(none)
Reply: valid1 2016-11-07 08:15:39
UTC-04:00

UTC-04:00

Reason for Data Value

tegory: Other (external, darfication) i
Detail: We have not received this patient's Pty EE[

scoons: o [0]3][0]3]
awy oo

DataFax #254 Plate #001 Sequerce 000
Patient
Initials

F ML
BLOOD PRESSURE SCREENING VISITS

Informed consent was sert to study [s1o0] N
coordinator by email on March 20. Age [6 To] ey Sex [ Male Race [ Gaucasion
tatus: Pendin Female [ Asican Amesican
Created: valid1 2016-10-07 13:47:03

uTC- [ asian

Modified: valid1 2016-11-07 08:15:30 O other, specify:

systolic diastolic
eaang s (L7 101/ B T6] s
Reading 2 17101/ mntig
Readinga: 1] [OTo B ] rimsig

[o]
Vear

mi1-+1]

[+ [

Missing Value| J[-e.]| |Last save: 2016-11-07 08:15:39 UTC-04:00 | Legal values are: 0,2,1

5. Select

without delay.

@ DFexplore - Approve Queries and Reasons - X
Site: 99, Subject: 99001, Visit: Screening Visits, Plate: Form 1
Field Reason Category _Status
Other External
Reported Value|Yes
Category Other Use |External | Type Clarification
Detail We have not received this patient's informed consent form. Please send it by fax or email

Note.

> [Approve Queries and Reasons] to review all queries and reasons that are present on the current page.

validl 2016-10-07 13:47:03 UTC-04:00

Reply Informed consent was sent to study coordinator by email on March 20,

‘vahdl 2016-11-07 08:15:39 UTC-04:00

Status [» ]! [Pending

mi=1 |

Status

m \

Previous Next

=

6. Choose Resolved corrected from the Status pull-down. Enter Signed informed consent was received March 20, 2009. in the Note field.
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@ DFexplore - Approve Queries and Reasons

Field

ned informed consent

Site: 99, Subject: 99001, Visit: Screening Visits, Plate: Form 1

Reason Category _Status

Other *1:External - Resolved corrected

Reported value|ves

Category Other

Use External | Type Clarification

Detail
without delay.

We have not received this patient's informed consent form. Please send it by fax or email

Informed consent was sent to study coordinator by email on March 20.

Note:

validl 2016-10-07 13:47:03 UTC-04:00
Reply

‘VEMdl 2016-11-07 08:15:39 UTC-04:00
Status [» |1[Resolved corrected

‘dataicoordmalor 2025-05-02 08:35:11 UTC-04:00

Reason

Status [

m \

Previous Next

7. Click to apply the Resolved corrected status to the query. Click to close the Approve Queries and Reasons dialog.

8. Do not change any other data or metadata on the 0 : Screening Visits page for Subject 99001. Make the save buttons at the bottom of the screen active and click
=

9. In the record list window, click Return to Queries View to return to Queries View to process the pending query for Subject 99007.

al| to save the data record and query to the database.

@ oFerp ¥ Test Study - All Records - 0 x
Fle View Show Query Window Help
Site 99 - 2 pending queries modified between November 7, 2016 and May 2, 2025
Site / Subject Visit : Page Field : Category Status & Replies
&5 site 0 - DFet (Er...
&2 site 10 - Hospital ..
22 Site 20 - Hospital .
),"gsne 99 - Hospital ...
] %9002 ‘Adverse Event 1 Page 1 ¢ Form 9, AE Report 011 DESCRIPTION: AE Description := Nausea, 722 and
fever (Other) Modified by: data_coordinator 2025-05-02 08:32:11 UTC-04:00
Detal: Please dlariy the word after nausea. The
description provided through eml is "Nausea,
vamit and fever'. Do you mean Vomit instead?
Note: The correction was provided via email
) 99007 Screening Visits : Form 1 Screen 1: Reading 1 systolic := 107 (Inconsistent) Fending
Detai: This value is Inconsistent vith al other Modified by: valid1 2016-11-07 08:18:30 UTC-04:00
B readings. Please explain. Replied by: validi 2016-11-07 08:18:30 UTC-04:00

Reply Text: Systolic reading was entered
incorrectly. Tt should be 170.

Review, correct and approve a pending query reply for Form 1, Subject 99007

1. Locate the pending query for Subject 99007, Screen 1: Reading 1 systolic. Double-click the query to make the queried field and page current. Examine the
information in the Query window.
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@ oFexpl
Fle Edt View Select Show Subject Vist Plate Field Window Help

¥ Test Study - All Records

99007 - 1 of 15 [ic]

22 site 0 - DFnet (Error Monitor)
22 site 10 - Hospital #1

Patient Patient
22 site 20 - Hospital 22 Number |9 9 0 0 7 Initials.

O asian

1: Baseline systolic

1 Month Followup Screen1:  Date 23/04/16 Reading 1: [0

2 Month Follow-up day  month  year

3 Month Follow-up Reading 2:

> 24 : 4 Month Follow-up

> 30 : Study Termination v Reading 3:
Return to Queries View N

Swith to it View
Screen2:  Date 125/04/16 Reading 1: (180

Query| Inconsistent (ext | [= [+ # [ =] dey  month  year

‘ 5
_ I LR IR
DaaFactzss P o0t Vitsano

&osite 99 - Hospital 299 L
& 99001 BLOOD PRESSURE SCREENING VISITS
42 99002
155003 Age yoars Sox ® e Race ® Caucasian
12 99004 O Female O African American
v (299007

v 180 sasening vists O omespeaty ]

/ g

diastolic

mmHg

mmig

mmHg

diastolic

Category: iconsitent(exeml Roading 2 / kg
arfication)
Detail: This value is inconsistent with all
other BP readings. Please explain. Reading 3: / mmHg
MNote: (none)
Reply: validl 2016-11-07 08:18:30
04:00 Eligibility Criteria Yes  No
Systolc reading was entered incorrectly. It ° °
should be 170. 1. Age 1679 years ol
Status: Pending 1
Created: validl 2016-11-01 17:38:40 ® o
UTC.04:00 2. Male, or if female, not pregnant and using a reliabie contraceptive method.
Modified: valid1 2016-11-07 08:18:30 —_—
UTC 0400 3. Taking blood pressure medication. o 7
Reason for Data Value o °
4. Major surgery or other medical emergency in the past 6 months.
—_—
5. Patient has signed informed consent and agrees to returm for monthly ® o
follow-up visits. N
6. Sysialc blood pressure 160-200 kg or Distole biood pressure ° o
95105 mmHg on Reading 3 at both Screen 1 and Screen 2.
mi1-+1] ol
Wissing velue] Jl] Lot Save: 20161107 06:18:30 UTC-04:00 | Logal values are: 60-300

2. Select

@ DFexplore - Approve Queries and Reasons - X

Site: 99, Subject: 99007, Visit: Screening Visits, Plate: Form 1

Field Reason Category __ Status
In

Reported Value|107

Category Inconsistent Use |External | Type Clarification
Detail

This value is incensistent with all other BP readings. Please explain.

Note
validl 2016-11-01 17:38:40 UTC-04:00
Reply Systolic reading was entered incorrectly. Tt should be 170.
[validt 2016-11-07 08:18:30 UTC-04:00
Status [» ][ [Fending
m 11 [

Status [

m \

ez e =

3. Choose Resolved corrected from the Status pull-down.
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@ DFexplore - Approve Queries and Reasons - X
Site: 99, Subject: 99007, Visit: Screening Visits, Plate: Form 1

Field Reason Category __ Status

Screen 1: Reading Lsystolic | | Inconsistent _*1:External - Resolved corrected

Reported value[107

Category Inconsistent Use External | Type Clarification
Detail This value is inconsistent with all other BP readings. Flease explain.
Note:

validl 2016-11-01 17:38:40 UTC-04:00

Reply Systolic reading was entered incorrectly. It should be 170.

‘VEMdl 2016-11-07 08:18:30 UTC-04:00
Status [» |1[Resolved corrected
mH ‘dataicoordmalor 2025-09-26 08:16:28 UTC-04:00

Status [

m \

s tex s [

4. Click to apply the Resolved corrected status to the query. Click to close the Approve Queries and Reasons dialog.

5. The query reply indicates that the Screen 1: Reading 1 systolic value should be 170. With the focus still on the Screen 1: Reading 1 systolic field on the page,
change the value to 170.

6. Click to save the data record and query to the database.

7. In the record list window, click [Return to Queries View| to return to Queries View.

@ oFexpl X Test Study - All Records. = o X

File  View Show Query Window Help
Site 99 - 1 pending queries modified on May 2, 2025

Site / Subject Visit : Page Field : Category Status & Replies
&2 site 0 - DFnet (Er...
&2 site 10 - Hospltal ..
22 site 20 - Hospita .
| &% site 99 - Hospital ..
] 99002 ‘Adverse Event 1 Fage 1 ¢ Form 9, AE Report 011 DESCRIPTION: AE Description 1= Nausea, 222 and Fending
fever (Other) Modfied by: data_coordinator 2025-05-02 08:32:11 UTC-04:00
Detal: Please dlarify the word after nausea. The
description provided through email is "Nausea,
vamit and fever'. Do you mean Vomit instead?
Note: The correction was provided via email

Confirm query resolution by examining the database status

1. Select > [Status]. Examine the information displayed for the Image Queue, Data Records and Queries tables.
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@ DFexplre dsta_coordinator@explore dfiscover.com] Acceptance Test Study - Sttus

File  Edit

A (nchudes mages for o tuces)
images avaiing review i Image Queve 0|

Window  Help

Level 4: 4
Level 5: 5
Level 6: 6
Level 7: 7

ol 1 1 1 31 34 1

3 Graphics ® bylevel O by status

9

Site | Refresh
Subject
Clear

visit
Plate
(] Data Records Queries
Level | pendng  Mssed  Incomplete  Final Total Pendng  Oustandng  Resobed  Totl
Level 0: 0 ! 1
Level 1: 1 B ! » z !
Level 2:2 2 2
Level 3: 3 2 2

2 2

Reasons
Pendng

Reject

ted

Approved Total

4 6
6 6
5 7

1
10 1
8 9

Level 0: 0| 1
Level 1:1 2
Level 2: 2 [z
Level 3: 3|12
Level 4: 4 | [I2
Level 5: 5
Level 6: 6
Level 7: 7

Pendng Missed Mincompiete [Final

Pendng | Outstandng [Resolved

Rejected [Wapproved

3 study users
Usemame Host Tool Sece
1 dotafax 2003543183 DFATK  2025/05/02 08:06
2 dato_coordinator  52.229.126.108  DFexplore  2025/05/02 08:07

Last refresh: 2025-05-02 08:41:34 UTC-04:00

. Select > to close Status View and exit DFexplore.

End Module 14. Re-submitting Query Corrections

o Return to the DFATK application. Click to confirm successful completion of Module 14. Re-submitting Query Corrections.

Module 15. Data Export and DFsas

Tests & Requirements

1. Export date values in calender format and save the exported data to a file on the local computer.
2. Export date values from the database and save the exported data to a file on the local computer.

3. Examining data values according to user-specified criteria.

N o o s

Estimate of Time Required: 30 Minutes

Begin Module 15. Data Export and DFsas

1. Start DFATK as described in Module 1 (Installation & Initialization).

. Query the database for specific data values.

. Create a DFsas job file according to user-specified criteria.

. Create a SAS job file and data files using the DFsas job file criteria.

. Compare the contents of SAS data files with the actual data in the database.

2. Click [15. Data Export and DFsas] followed by to begin this module.

3. Click [Send ID 99006| to email a copy of ID99006_diary.pdf to data_manager. Clicking more than once will result in multiple pages arriving to your email inbox.

NOTE: Refer to “Creating user accounts and assigning study permissions.” as a valid email address is required for data_manager to receive the module specific

PDF files.

Wait 2-3 minutes prior to proceeding to DFexplore.

Export date values in calender format and save the exported data to a file on the local computer

All data exported in the following tests will be output to the DFexplore List View screen rather than saved to a file. List View does have 3 save options: Export Data,

Save Data Retrieval File and Save As PDF.

1. Start DFexplore, login as user data_manager and choose 254 Acceptance Test Study as described in “How to start DFexplore”

2. Select > [List).
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© ¥ Test Study - List - o X
File Edit View Select Show Page Field Window Help

[Putesavetodss] tooes Custom

001 - Blood Pressure Screening Vists
002 - Patient Entry Form

003 - Medical History

004 - Current Medications

005 - Monthly Follow-up Form
006 - Patient Evaluation Report
007 - Study Termination

008 - Medication Log

009 - Adverse Event Report
010- Death Report

011 - Weekly Patient Diary

020 - Date Log

metadata - Query Reports
metadata - Reasons

metadata - Queries

metadata - Missed

- g

3. Select

> [Preferences]. In the dialog, locate the List View panel. Click [E3) and enter the List View settings as follows:

o Display field name as = alias

o

Display coded field as = label

o

Display date field as = calendar

o Check (enable) apply imputation rule
o Display missed code as = default

o Check (enable) Fill cell with field color
o Uncheck (disable) Expand text fields

(@ DFexplore - Preferences 7 x

[ use subject alias
Default view is | Data ~
Auto logout after minutes of inactivity
Language default ~
[ Expand all visits when a subject binder is open
Display first page when a visit is open
[ Advance to next field after current field is filled
Open first task record when task set is built
[ warn before opening next subject when traversing task racords.
[ Retain scroll position when traversing task records
Display date picker for current date field
[ Auto text alignment for number, date, and time fields
[ pisplay metadata editor panel
€CRF background color
#EAEAEL

Custom color

> Image Window
» Record List
> Query Defaults

v List View

Display field name as [ description O name @ alias [] number : name/alias
Display coded field as O code @® label O sub label

Display date fieldas (O default @ calendar O julian [4] apply imputation rule
Display missed code as @ default O specify

Fill cell with field color

[ Expand text fields

> Image View

v Reports View

Each report run opens in a new tab

¥ _Background Options

Color O black O white @ color
CRF Type Default ~

Cancel

4. Click [OK] to close the dialog.

5. In the main List View window, Plates & Metadata panel, click 011 - Weekly Patient Diary.
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- o X

(2] P X Test Study - List

Fle Edt Viw Select Show Page Field Window Help

Modes Custom OFstatusl! DFvalidll  DFrasterl]  DFstudyll DFplstell DFSEQI] SUBJDOTI PINIOII NODIARY  DDATEI DDRUGT DWHYI DSYSEPl DDSEA
(5900120111 - 10f 3 (K] Levell o907 254 T 21 SO0l ABC  Unchecked 06/03/1997 Ves w®
001 - Blood Pressure Sreening Vists 2 fesl leell oS00 24 1 W w04 TRB Unchecked 03051997 Yes mw oo
002 - Patient Entry Form 3 Gl leell  O0O0002 234 10 M 906 AN Unchecked 12/06/1958 Yes m o

003 - Medical History
004 - Current Medications

005 - Monthiy Follow-up Form
006 - Patient Evaluation Report
007 - Study Termination

008 - Medication Log

009 - Adverse Event Report
010 - Death Report

020- Date Log

metadata - Query Reports
metadata - Reasons
metadata - Queries <

metadata - Missed

R, et
G
WEEKLY PATIENT DIARY

D is box if you tient Diary for this week.

My oo ressurs togay: 1 L0121/

O L L UL L i

1. Da\»- Took study drug today? Xl Yes [Ino 1 No, why?
y monh  year
[017] grmiy

High

My energy level today: Low ¢ —}

2. Date: Took sudy drug today? Xl Yes [INo INowhy?
Wy
oo s toce: L 011/ (11017 ] gy

) High

My eneray level todey: Low o

My blood pressure today: /

My enesgy level today: Low L

3. Daw: Took study drug today? X Yes TIno  1f No, why?
jay . mor year

(mmHg)
1 High

a uau-: Took study drug today? B Yes Tloo Nowhyz
- B id nl TT&Ial/[TThIE v

6. Select [Select > [Field Selection] to show the listing of all data fields and their metadata properties defined for the plate. In the Data Fields window, click [ "] next to
fields 7:SUBJID011,10:DDATE1,16:DDATE2,22:DDATE3,28:DDATE4,34:DDATE5,40:DDATE6 and 46:DDATE7. The fields are added to the Display Fields

window.

NOTE: Alternatively fields can also be added by dragging-and-dropping the desired fields from the Data Fields or Metadata Fields windows to the Display Fields

window.

7. Click to apply the field selection criteria and close the dialog.

@ oFexp g Test Study - List - o x
File Edt View Select Show Page Feld Window Help
Moddes Custom SUBIDOI  DDATE!  DDATE2  ODATES  DDATES  DDATES  DDATES  DDATE?
59001, 201,11 - 10f 3 01 [ooorososissr omoaisor osioasier oo/os/ienr 10/0s/107 11/03/1097 12/0371007
001 - Blood Pressure Screening Vists 2SO0 C/ON19ST O405/1957 05061957 05/06/1SST O7/06/1S97 OB/06/1S97 09/06/1997
002 - Patient Entry Form 3WO06 120619 13051968 14061358 15/06/1598 16/06/1998 17/06/1998  18/06/1998
003 - Medical History
004 - Curent Medications
005 - Monthly Follow-up Form
006 - Patient Evaluation Report
007 - Study Termintion
008 - Medicstion Log
009 - Adverse Event Report
010- Desth Report
020- Date Log
metadata - Query Reports
metadata - Ressons
metadsta - Queres
e O L )
XY Ty mervs L1
Patient Patient
Rt e [ATB] S
F M L
WEEKLY PATIENT DIARY
D Check this box if you have not completed the Patient Diary for this week.
1. Da\»- Took study drug today? Xl Yes  [Ino 1 No, why?
vy month  year
Wy biood pressurs oday: | L1121/ [TTO17 ] et
My energy level today: Low o S } High
Taok study drug today? Xl Yos  [JNo 1 No, why?
oo s toce: L0111/ (11017 ] gy
My energy level today: Low — { High
3. Daw: Took study drug today? Xl Yes TIno 1 No, why?
oy month year
[T e—— 3 o]V Y T ) p—
My energy level today: Low L Jr High
a m Took study drug today? B Yes Tloo Nowhyz
fay  month  year
2 + Tal0l/[TTnl& v

8. Examine each of the exported date fields. Locate the field column for DDATET1 in the table. This is field 10, 1. Date on the WEEKLY PATIENT DIARY page. In
“Submit a copy of the newly defined Plate 11 into the study database and retrieve the page in DFexplore Image View.” this field was defined with the format dd/mm/yy

(a 2-digit year). Verify that field 10 has been correctly exported in calendar (4-digit year) format.

9. Double-click DDATE1 cell for ID 99006 in the table. This takes you to the corresponding date field in the WEEKLY PATIENT DIARY page in Data View. Confirm that

the date values are the same as those on the printed WEEKLY PATIENT DIARY for Subject 99006.
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Fle Edt  View Select
99006 - 13 of 16

2, 99004

24 : 4 Month Follow-up

30 : Study Termination

1290007
00008
00009
00010
os011
sont>
Return to List View

Query| BIEE

Show

@ DFexplore Ldats_mansger@exploredfdiscover.com] Acceptance Tet Sty - AllRecords

Reason for Data Value

o X
Subject Visit Plate Field Window Help
A NN R AN ] [201]
" DataFax #254 Plate #011 Study Week #
Rarmger T
F ML
WEEKLY PATIENT DIARY
[ Check this box if you have not completed the Patient Diary for this week.
1. Date: Took study drug today? ® Yes O no  IfNo, why? l:l
day  month  year
My blood pressure today: / (mmHg)
O
My energy level today:  Low & High
2. Date: 13;/05/9E ) Took study drug today? ® Yes O No  If No, why? [
my  month  year
My blood pressure focay: / (mmtig)
0
My energy level today: Low 13 High
bt sy wons
Nombar et
FoM L
WEEKLY PATIENT DIARY
[ checkthis box If you have not completed the Patient Diary for this week.
1. Date: Took study drug today? Xl ves  [Ino 1iNowhy?
day  month year
y iooa pessure toaa LT 2]/ [O18 17 g
My energy level today: Low I High
2. Date: < = Took study drug today? Xl Yes  [Ino I No, why?
@y month year
My bood ressur tosay: L |71 11/ g
My energy level today: Low I High
mi1-+1] 1 =
Last Save: 2014-12-10 13:02:53 UTC-04:00 First 2 boxes = center number

10. In the record list, click |Return to List View| to be taken back to the date fields in List View. Confirm that the date values displayed are the same as those on the printed
WEEKLY PATIENT DIARY, except now in calendar (4-digit year) format.

Export date values from the database and save the exported data to a file on the local computer

that the exported date values are now in julian format.

File Edit View Select Show

[39006,201,11] - 30F 3

Test Study - List -

Page Field Window Help

Plates & etadata || Modules Custom

SUBJIDOT1  DDATE! DDATE2 DDATE3 DDATES DDATES DDATEG DDATE?
1 %0001 250513 2450514 2450515 2450516 2450517 2450518 2450519

001 - Blood Pressure Screening Visits
002 - Patient Entry Form

003 - Medical History

004 - Current Medications

005 - Monthiy Follow-up Form

006 - Patient Evaluation Report
007~ Study Termination

008 - Medication Log

009 - Adverse Event Report

010 - Death Report

metedata - Query Reports
metadata - Reasons.
metadata - Queries
metadata - Missed

G0 a4S0N2 2450603 2450604 245005 2450606 2450607 2450608
I3 osoos  [sooms | ausosmr aasoors aasosns aasosso aesuser 2450382

NN A R R AR NI N R Nl
DaaFaszss P ot
Rarnper e

F oM L
WEEKLY PATIENT DIARY

[T checknis boxir you have not completed the Patient Diary for this week.

Tooksucy augosay? B ves o 11, why?
Gy o year
[21/[01817] pmmie

My energy level today: Low | High

- Took study drug today? ] ves [Ino INowhy?
@y month year
iy ood pressure todoy: L L7111/ [OT917] i

My energy level today: Low | High

T
5. oaie [LT41[OT6T [OTB]  rogcsay s oor? B vos Clno_ 1 wy?
lay

month __year =TT

1. Date:

My blood pressure today:

2. Date:

> [Export Data| to save the dates to a local file. In the dialog, set:

o Format = Excel

o Check (enable) Include header as the first record in output file

o Check (enable) Open output file after export

DFdiscover 5.10.0
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> [Preferences]. In the List View panel, choose julian as the value of Display date field as. Click to apply the settings and close the dialog. Confirm
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@ DFexplore - Export Data ?

Plate: 011 - Weekly Patient Diary

Format @ Excel O esv O [ delimited

Include header as the first record in output file

Output Fie ||

Open output file after export Advanced...

Save Cancel

3. Click [..] next to Output File. Choose a directory in the file selection dialog, enter module15_dates.xlsx as the filename, and click [Save]. Click to create/write the
file and close the dialog.

@ DFexplore - Export Data ? *

Plate: 011 - Weekly Patient Diary

Format  ® Excel O v O [ delimited

Indude header as the first record in output file

Qutput File |C : Users/Public/module 15_dates, xls:]

Open output file after export Advanced...

Save Cancel

4. The file module15_dates.xIsx opens. Confirm the contents and then close the file.

A B c D E F & H
DDATE1 DDATE2 DDATES DDATE4 DDATES DDATE6 DDATE7
99001 2450513 2450514 2450515 2450516 2450517 2450518 2450519
93004 2450602 2450603 2450604 2450605 2450606 2450607 2450608
99006 2450976 2450977 2450978 2450979 2450980 2450981 2450982

Examining data values according to user-specified criteria

1. From the list of plates, select plate 001 - Blood Pressure Screening Visits to make it current.

2. Select Select] > [Field Selection). In the Data Fields window, click [*] next to fields 7:SUBJID001,8:PINIT001,9:AGE,10:SEX. The fields are added to the Display
Fields window.

NOTE: Fields can also be added by dragging-and-dropping the desired fields from the Data Fields or Metadata Fields windows to the Display Fields window.

3. Click to apply the field selection criteria and close the dialog. Examine each of the data fields.
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(2] Pl X Test Study - List

Fe m ver S Sew Pege Fed Vi

Modules Custom SUBJIDOOT  PINITOO!  AGE
s, 15 1B e @
(001 Pressure Screening Visits. 2 99002 JAM Ll
02 ot ey Form s em o s
o5 sty i o e o
O - Caren Medinions e i

005 - Monthiy Follow-up Form
006 - Patient Evaluation Report
007 - Study Termination

008 - Medication Log

009 - Adverse Event Report
010~ Death Report

011 Weekly Patient Diary
020- Date Log

metedata - Query Reports
metadata - Reasons.

metedata - Queries

metadata - Missed

4. To search for specific subject data, Select > [Search].

SEX
female.
female.
male
male

DataFax #254

age [610] yours

Serson s Date Reading 1:

day  month year

IRl LI REREN INRERRERE

Plate #001 Seauence %000

e PPIERT i AR

BLOOD PRESSURE SCREENING VISITS

Sex [ Male Race ¥ Gaucasian
Female 3 Asican American
O asian
O otrer, specity:

systolic diastolic

[0/ kg
Reading 2: n / mmHg
Readngs: L1712/ by

systolic diastolic

—— e

Enter 99003 in the Subject field.

@) DFexplore - Search 7 X
Data Fields Direction
Fieds | |-] Ouw
Value [ ilegal [ missing [ blank required ®) Down
or[Jequals [ contains
or Query[ ] pending  [] outstanding  [] resolved L] Match case
and[] external [ intemal [ Filter
and contains ‘ New Task
or Reason[ ] pending [ rejected [1 approved
and contains ‘ ‘ (TS
Data Records
status ] final [Jincomplete  [] pending [ missed
Site =
Subject  [sa003] [
Visit ‘
Level |
Creation
Modification
Expression ‘

1By Program

Reset

to start the search. Examine the message in the bottom-left corner of the dialog as well as the highlighted entry in the List View table.

6. Click [Find Next| to locate a 2nd match (if one exists) in the List View table.

7. Click to create a task set of records that match the search criteria. In the resulting dialog, change the Mode to View.

@ DFexplore - Data List

Mode View

Save level |1 -Level 1

Task Specifications

Create new task set?

? X

[ Enable Edit checks

1 data records match the search ariteria.

fes Mo

8. Click n in the Data List dialog to create the task set. Examine the message in the bottom-left corner of the Search dialog, then click to close the dialog.
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Modules Custom SUBIDOOT  PINITOO!  AGE  SEX

[35003,0,1] - 3of 5 1 gvom ABC 60 female

001 = Bloud Pressure Screening Visis Iz gv002 JAM 6 female
002 - Patient Entry Form ] XYZ 65  male
003 - Medical History l 2 990m4 TRE 70 male
D04 - Current Medicati n

urrent Mecleations l5 gs007 KFC 8  male

005 - Monthly Fellow-up Form

9. Click [Switch to Data View|to open Data View and review the List View task record. Examine the Data View record list and confirm that only the task record for
Subject 99003 is displayed. Click |Return to List View|.

Query the database for specific data values

1. Select > [Preferences]. In the dialog, locate the List View panel. Choose default for Display date field as. Click [OK] to save the setting and close the dialog.
2. Click 007 - Study Termination to make it the current page. Select > to open the Search dialog.
3. Click and in the resulting dialogs to clear all previously specified search criteria.

@ DFexplore - Search ? X

Reset the data table to show all records
and dear the search criteria?

[ Do not show this message again

4. Click B next to the Expression field. The Expression Editor opens.

@) DFexplore - Expression Editor ? x

Page: 007 - Study Termination

Expression

|

Fields Symbols

Field Name Description Type ~ ¢ ~
1 1DFstatus?  Record Status choice (label) ||}

2 2:DFvalid? Validation Level choice (label) == equals

3 3DFraster?  ImagelD string = notequal

4 ADFstucy7  StucyNumber number - contains

5 SDFplate? Plate Number number I~ notcontains

6  GDFSEQT DataFax Sequence Number number 5= greater equal

7 7SUBNDOOT  Patient Number number > greater

8 BRINITOOT Patient Initials string <= lessequsl

9 OFINALDAT Final Visit Date date < less o
10 1DEXTRTCMP  1.Did patient complete entirestudy?  choice (label) | Codes

n 11:EXTRTNO1 1. Why? Intolerable side effects check (label) 0 missed

12 12EXTRTNO2 1. Why?Lack of blood pressure response  check (label) 1 final

13 13EXTRTNO3 1. Why? Unwilling to return for followup  check (label) 2 incomplete

14 T4EXTRTNO4 1. Why? Moved away check (label) 3 pending

15 1SEXTRTNOS  1.Why? Non-comppliant with study meds check (label)

16 1GEXTRTNOG 1. Why? Other check (label) F:'Z:z::s oo =
17 1TEXTRTOTH  1.Why? Other, specify string .

18 IBEXENDAT 2. Lastdose of study medication: Date  date seximal ()

19 1BEXENUNK 2. Last dose of study med: Unknown check (label) feld Gn)

20 20:SIGNAMEDO7  eSignature Name string “linder 11 e ©

Reset Cancel

5. For the first part of the query, select 9:FINALDAT from the Fields table. Next, click
field, enter the date "1997/01/01" (including the quotes)
field 9:FINALDAT from the Fields table. Next, click
(including the quotes). Close the parentheses. Click

in the Symbols list. Choose julian from the Functions list. In the Expression
Close the parentheses. To build the second part of the query, click From the Symbols list, followed by
n the Symbols list. Choose julian from the Functions list. In the Expression field, enter the date "1997/06/30"

@ DFexplore - Expression Editor ? s

Page: 007 - Study Termination
Expression
$(9:FINALDAT) = julian("19597/01/017) && $(3:FINALDAT) <= julian{"1997/06/307)|

6. Click to locate all subjects that have study termination dates that match the specified search expression.

7. Click [Find Next| to locate the next match.

8. Do not continue the search and click to close the Search dialog.
Create a DFsas job file according to user-specified criteria

1. Select > [DFsas] The DFsas dialog opens.
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@ DFexplore - DFsas ? X
DFsas lobs Total: 0 Jobs
Add Delete Run Save Cancel

NOTE: If you have previously executed this module as data_manager, the DFsas Jobs panel may display jobfile1 and possibly other files. If jobfile1 is already in the
list, highlight jobfile1 and click before continuing with this module.

2. Click to create a new DFsas job.

@ DFexplore - Add DFsas Job

Required

SASIOB |

RUNDIR

PLATES all

FIELDS @ incdude all () user defined only

Optional

Date Formats [ ] original ] calendar [ string  [] julian
String Size @ asis O truncate O split  manx length 200

Field @ usename () use alias

3. Enter SASJOB = jobfile1. Click RUNDIR [..] to display the file selection dialog. Choose a directory to save "jobfile1" and click [Open].

@) DFexplore - Add DFsas Job

OK

Cancel

Required

S4SI0B  [jobfie |
RUNDIR. C: fUsers/Public|

PLATES all

FIELDS @ indude all () user defined only

Optional

Date Formats [ ] original [ calendar [ string [ julian
StringSize @) asis (O truncate (O split  max length 200

Field ®) usename () use alias

Cancel

NOTE: The RUNDIR directory was specified as C:\Users\Public\ in this example. Given the directory structure on your local computer, you may have chosen a

different value for RUNDIR.

4. Click PLATES E] to view all defined study plates. From the list, hold [Control] key (Command] on macOS) and click the entries for 002 - Patient Entry Form and 009 -
Adverse Event Report to highlight them. Click . Choose FIELDS = include all.
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& DFexplore - Add DFsas Job ? x

Reguired

S4SI0B  [jobfie |
RUNDIR C: fUsers /Public ‘

PLATES 2,9 |l
FIELDS @ indudeall () user defined only

Optional
Date Formats [ ] original [ calendar [ string [ julian
StringSize @) asis O tuncate (O split  maxlength 200 3

Field ®) usename () use alias

Corca

5. In the Optional panel set:

o Check (enable) only calendar for Date Formats
o String Size = as is
o Field = use alias

Click to create and add jobfile1.

@ DFexplore - DFsas ? X

New job jobfile1 has been added
Detail:

DFsas Job File Creation: File Name = jobfile1, DF Study # = 254
Building Data Retrievals For All Vars on Plates =2 9

6. Click in the summary confirmation dialog.

@ DFexplore - DFsas

*

DFsas Jobs # CRERTED BY: data_manager Oct 15,2025 13:17PM using DFsas
Cct 10 2025 and .DFsas.awk 5.10.

¥ VERSICNS: DFsas 5.10.0,
# GLCBAL SPECIFICATICHS
DFNUM 254

ilel

RUNDIR C://Users/Public
SAS5J0B jobfilel
SASVERSION &
SUBJECTS all
VISITS all
IMPUTE vyes
INFCRMAT dates
FORMAT dates
IDNAME SUBJID
CHECK codes
CHOICE codes
VLABEL yes
VALFMT vyes
BLANK all asis
RETAIN QUCTES no
MISSING all asis
MISSING missed
MISSING SAS *
NOVISIT .

RECLEVEL all
MERGE yes

# DATA RETRIEVALS

RECCRD 2
<

SASDIR fopt/studies/val254/dfsas

RECSTATUS final incomplete missed

>

-
{

Add Delete

Run

Save Cancel

99001,99002. This will limit the created SAS data files to subjects 99001 and 99002 only.
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@ DFexplore - DFsas

DFsas Jobs

Add Delete

8. Locate the global specifications for CHECK and CHOICE. Change CHECK codes to CHECK labels and CHOICE codes to CHOICE labels.

@ DFexplore - DFsas

DFsas Jobs

Add Delete

9. Click to save the changes.

@ DFexplore - Save Job

Options
(®) replace existing job

(0) save as new job

oK

# CREATED BY: data_manager Oct 15,2025 13:17PM using DFsas *
# \’ERSIDNSl: DFsas 5.10.0, Oct 10 2025 and .DFsas.awk 5.10.(
# GLCBAL SPECIFICATICHNS

DFNUM 254

SASDIR fopt/studies/val254/dfsas
RUNDIR C://Users/Public

SAS5J0B jobfilel

SASVERSION &

SUBJECTS 95001,95002

VISITS all

IMPUTE yes

INFCRMAT dates

FCORMAT dates

IDNAME SUBJID

CHECK codes

CHOICE codes

VLABEL yes

VALFMT vyes

BLANK all asis

RETAIN QUCTES no

MISSING all asis

MISSING missed

MISSING SAS *

NOVISIT .

RECSTATUS final incomplete missed
RECLEVEL all

MERGE yes

# DATA RETRIEVALS

RECCRD 2 w
< >

Run Save Cancel

? x

# CREATED BY: data_manager Oct 15,2025 13:17PM using DFsas *
# VERSIONS: DFsas 5.10.0, Oct 10 2025 and .DFsas.awk 5.10.(
# GLCBAL SPECIFICATICHNS

DFNUM 254

SASDIR fopt/studies/val254/dfsas
RUNDIR C://Users/Public

SASJCB jobfilel

SASVERSION &

SUBJECTS 98001, 935002

VISITS all

IMPUTE yes

INFCRMAT dates

FCORMAT dates

IDNAME SUBJID

CHECK labels

CHOICE labels|

VLABEL yes

VALFMT yes

BLANK all asis

RETAIN QUCTES no

MISSING all asis

MISSING missed

MISSING SAS *

NOVISIT .

RECSTATUS final incomplete missed
RECLEVEL all

MERGE yes

# DATA RETRIEVALS

RECCRD 2 w
< 2>

Run Save Cancel

In the resulting confirmation dialog, choose replace existing job and click .

? x

Cancel

Create a SAS job file and data files using the DFsas job file criteria

1. In the DFsas window, highlight jobfile1. Click to create SAS job and data files.
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@ DFexplore - DFsas ? x

The results of this job will be saved to file:
C:/users/ Public/jobfilel.zip

A file with this name already exists.
Replace the existing file?

[ Force DFsas to include all specified plates
Enforce role permission

[ Exclude test only sites

[J use subject alias

Cancel

2. In the confirmation dialog, do not check Force DFsas to include all specified plates. The SAS job and data files will not include empty plates. Click to continue
and run the DFsas job. After a pause while the job runs, the results dialog appears. Click to close the dialog.

@ DFexplore - DFsas ? x

Results of job jobfile1 have been saved to file:
C:/Users/Public/jobfile1.zip

Details:

Creating Data Export Script

Running Data Export Script

Creating SAS Data Files and Job File

1 RECORD 2 Subjects = 2 Records = 2
2 RECORD 9 Subjects = 1 Records = 1

3. Using the file explorer, locate the directory previously specified as the value of RUNDIR. Confirm that jobfile1.zip is present. Double-click jobfile1.zip to unzip the file.
Open the jobfile1 folder and confirm that the files jobfile1, jobfile1.sas, jobfile1.d01 and jobfile1.d02 are present.

4. With a text editor, open the data file jobfile1.d01. Examine the contents and confirm that it contains 2 data records - one for each of subjects 99001 and 99002. Print

the file (you will need to reference this printed output in “Compare the contents of SAS data files with the actual data in the database.” and then close the text editor
application.

5. With the same text editor, open the data file jobfile1.d02. Examine the contents and confirm that it contains 1 data record. Print the file (you will need to reference this
printed output in “Compare the contents of SAS data files with the actual data in the database.” and then close the text editor application.

Compare the contents of SAS data files with the actual data in the database

1. Click to dismiss the DFsas dialog. Select > [All Records]. Without changing any settings, click [OK].

2. Select > to change from List View to Data View. In the record list, double-click icon for the open Subject 99003 to close the subject binder. The list now
displays all subjects for Site 99 - Hospital #99.

@ oFegplore

Test Study - All Records

File  Edit Field  Window  Help

22 Site 0 - DFnet (En

12 so00
99002

2 50003

2, 00001

2 50006

2 99007

Sitch to st View

Query| <

Reason for Data Value

3. Double-click Subject 99001. Select [Subject] > [Expand All Visits|. Locate the entry for 2: Form 2 within the 1 : Baseline visit and select it from the list to open the data
record.
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99001 - 2 0f 16

22 site 0 - DFnet (Error Monitor)
22 site 10 - Hospital #1
22 site 20 - Hospital #2
2% site 99 - Hospital 99

v 29001
v [M0: screening vists
1:Form 1
v 1 : Baseline
3:Fom3

41 Form4, Pg 1
~ |21 : 1 Month Follow-up
5: Form s, 1 Month

|9 22.: 2 Month Follow-up
5 : Form 5, 2 Month
|1 23 : 3 Month Follow-up
5 : Form 5, 3 Month
|24 : 4 Month Follow-up

5 Form 5, 4 Month
v 30 : Study Termination
M6 : Form 6

Return to List Views

Query| BIEE

@ DFexplore Ldats_mansger@exploredfdiscover.com] Acceptance Tet Sty - AllRecords

= IRRRRRRL e rrrrrrn
DataFax #254 Plate #002 Visit #001
Namber e Entry ate

ML day  month  year

PATIENT ENTRY FORM
Randomization

Provided the patient meets all eligiviliy criteria, call the randomization hot line ((905) 999-8888) for this patients
random medication code number.

Medication Code #:

Give the patient one bottle of study medication from the medication kit with this code number.

Medical Examination

Date of Birth [15/02/1937
dav_month_vea

IR IR IR RRREN |

DataFax #254 Plate 1002 Seauence 1001

rese r ]
lay

monthyear

F ML

PATIENT ENTRY FORM

Randomization

Provided the patient mests all eligibility criteria, call the randomization hot line ((905) 899-8888) for this patient's
random medication code number.

Medicaton Cod #

Reason for Data Value

Give the patient one botle of study medication from the medication kit with this code number.

Medical Examination

Date of Birth

m1-1]

Last Save: 2014-12-10 10:56:40 UTC-04:00 First 2 boxes = center number

o0

4. Compare the values in each field of the data record with those values in the printout of the data file jobfile1.d01.

5. Double-click Subject 99002 from the record list. Select [Subject] > [Expand All Visits]. Locate the entry for 2: Form 2 within the 1 : Baseline visit and select it from the

list to open the data record.

99002 - 2 0f 15

22 site 0 - DFnet (Error Monitor)
22 Site 10 - Hospital #1
22 site 20 - Hospital #2
2% site 99 - Hospital 99
12 95001
v (299002
v |0 : screening Vists
1:Form1

1 : Baseline

3:Form3
4:Form4,Pg 1

~ |21+ 1 Month Follow-up
5: Form s, 1 Month
|9 22.: 2 Month Follow-up
5 : Form 5, 2 Month
|23 : 3 Month Follow-up
5 : Form 5, 3 Month
|24 : 4 Month Follow-up
5 : Form 5, 4 Month
130 : Studv Termination

Return to List Views

Query| BIEE

@ DFexplore Ldats_mansger@exploredfdiscover.com] Acceptance Tet Sty - AllRecords
File Edit  View Select  Show

Subject  Vist FPlate  Field Window Help

= IRRRRRRL e rrrrrrrrn
DataFax #254 Plate #002 Visit #001

Patient Patient
Nmber [ 9 9 00 2 nitials Entry Date [08/01/97

F ML day  month  year
PATIENT ENTRY FORM
Randomization

Provided the patient meets all eligiviliy criteria, call the randomization hot line ((905) 999-8888) for this patients
random medication code numbes

Medication Code #:

Give the patient one bottle of study medication from the medication kit with this code number.

Medical Examination

Date of Birth [05/12/1932
dav

o v
IR R IR IR RN |
DataFax ¥254 Plate #002 Sequence #001

R et

F M L

lay

month  year
PATIENT ENTRY FORM

Randomization

Provided the patient meets all eligibilly criteria, call the randomization hot line ((905) 999-8888) for this patient's
random medication code number.

Wedication Cod#: [ 1 [2] 3 4]

Reason for Data Value

Give the patient ene bottle of study medication from the medication kit with this code number.

Medical Examination

18-
pateorgirn [O15] [1] 2o v
ey > [
Last Save: 2014-12-10 10:59:18 UTC-04:00 First 2 boxes = center number

6. Beginning with Subject 99002, Baseline, Form 2, compare the values in each field of the data record with those values in the printout of the data file jobfile1.d01.

7. Double-click Subject 99001 to re-open the subject binder. Select [Subject] > [Expand All Visits|. Locate the entry for 9: form 9, AE Report 011 within the 1011:
Adverse Event 1 Page 1 visit and select it from the list to open the data record.
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@ DFexplore Ldats_mansger@exploredfdiscover.com] Acceptance Tet Sty - AllRecords

Fle Edt View Select  Show

99001 - 16 of 16

7:Form7
20 : Form 11

v 40 : Death Report
10 Form 10

v |®201 : Diary Week 01

11 ¢ Patient Diary, Week 01

v (O202: Dia
11

k02

v |51 : Medication Log Page 1
8 : Form 8, Pg 51
v 1@ 1011 : Ad

99002
2, 99003
2, 99004
299006

Diary, Week 02

Event 1 Page 1

Subject

Visit  Plate  Field  Window  Help

Daarax 2 o009
Rt e MRS oL [T
F M L Event  Page
No. o
ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event Start Date Intensity Relationshipto  Action(s) ~ Outcome Is This A
day  month  year Study Drug Taken Serious Event?
og O ves ® o
Description [Indigestion and stomach upset ]
2. CHANGES

During the study, use this form to record all changes i this Adverse Event unti itis resolved or the study ends for
this patient. Fax all addlitions to this form immediately, and if the above event is serious, call the Clinical Safety
Monitor immediately.

Date of Change Intensity Relationship to  Action(s) Outcome Is This A
& 99007 dav month vear Study Drug Taken Serious Event?

99008

o909 SRR IR EER NN |

99010 DataFax #2654 Flate #009

9911 h Patient Patient Adverse Event

. Cener Fatas [ [B]c] ReportNo. LAl
eturn to List View S z
= Mo No.
Query| g ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event Start Date: Intersity  Relationshipto  Action(s)  Outcome s This A
dey  month  year Study Drug Taken Serious Event?
OO B gw &
Desription i and stomach upset
Reason for Data Value
Reason: Set by edit check AESEQNUM2 2. CHANGES
Status: Approved e ’ i s Adh -

) -04- During the sty or the study ends for
Created: validl 2009-04-15 15:17:12 this patient. Fax ail additions to this form immediately, and i the above event s serious, call the Clinical Safety
UTC-04:00 Monitor immediately.

Reviewed: valid1 2009-04-15 15:17:12.
UTC-04:00 Date of Change Intensity  Relafionshipto  Action(s) Outcome I8 This A
oy month StdyDrug  Taken Serious Event?
mi1-+1] 1[5
MissngValue ]l |Last Save: 2009-04-15 15:17:41 UTC-04:00 | Number AEs sequentially

End Module 15. Data Export and DFsas

. Compare the values in each field of the data record in DFexplore with those values in the printout of the data file jobfile1.d02.

. Select > to close DFexplore.

« Return to the DFATK application. Click to confirm successful completion of Module 15. Data Export and DFsas.

Module 16. PDF File Creation

Tests & Requirements

1. Retrieve existing data according to user-specified criteria.

2.

N o o s

8.

Saving DFexplore data to a standard PDF document.

. Saving DFexplore blank CRF books to a standard PDF document.
. Viewing a standard PDF data file using a PDF viewer application.
. Saving DFexplore data to an encrypted bookmarked PDF file.

. Open and view an encrypted bookmarked PDF file using a PDF viewer application.

Open and view a PDF subject package using a PDF viewer application.

Estimate of Time Required: 30 Minutes

Begin Module 16. PDF File Creation

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click [16. PDF File Creation] followed by [Begin] to begin this module.

Retrieve existing data according to user-specified criteria

1. Start DFexplore, login as user data_manager and choose 254 Acceptance Test Study as described in

2. Select [Select] > [By Data Fields]. Set retrieval criteria as follows:

o

o

o

o

Mode = Validate

Save level = 1 - Level 1

Search = Data

Subject = 99001,99002

Level = 1-4

DFdiscover 5.10.0

. Create a complete subject package PDF file that includes data records, CRF images and audit trail.
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@ DFeglore
File Edit View Select Show  Subje

Acceptance Test Study - Task By Data Fields - o x

¢ Vit Plate Field Window  Help

99001 - 1 of 12 task records

2%site 99 - Hospital #99 A
v & 99001

creening Visits

v 1 Baseline

2: Form 2
3:Form3
4:Form4,Pg1

v 21 : 1 Month Follow-up
5 : Form 5, 1 Month

v 22 : 2 Month Follow-up
5 : Form 5, 2 Month

v 23 : 3 Month Follow-up
5 1 Form 5, 3 Month

v 24 : 4 Month Follow-up

BERRRERRL LTI rrererl
DataFax #254 Plate #001 Visit #000

Patient Patient
Nambar 9 9 0 0 1 nitials
F M L
BLOOD PRESSURE SCREENING VISITS
Age years Sex O Male Race ® Caycasian
® Formale O African American
O Asian
O omenmeo ]
systolic diastolic
Screent:  Date [03/03/97 Reading 1 / mmkg

day  month  year

/o

Reading 2: mmHg v

5: Form 5, 4 Month
~ 4830 : Study Termination

Show All Records for This Subject
Switch to List View

Query, v

Reason for Data Value

DataFax #254 Plate 4001 Sequance 000

Patient
Number

Age years Sex [] male

Sersent:  Deto [s]

BEIETT

Patient
i
F M L
BLOOD PRESSURE SCREENING VISITS
Race ﬂ Gaucasian
Female L Asican American

O asian
[ other, specify:

fic. diastolic
Reading 1 o1/ ot
Readng2: [1 7101/ oty g

day  moath pe

Vii—~1]

Final Incomplete Pending 1

mssngvalue| ||| |Lost Save: 2014-12-10 09:16:51 UTG-04:00 | Task: 0/24

3. Click
retrieved data.

o retrieve all data records that match the specified criteria. Click

@ DFexplore [data_manager@explore dfdiscover.com] Acceptance Test Study - Task By Data Fields
File Edit View Select Show Subject Visit

99001 - 1 of 12 task records

Plate  Field  Window  Help

2% site 99 - Hospital =09
v 42 99001

~ 0 Screening Visits

( JARARE AN B
#001 Vi

DataFax #254 Plate

Lt
#000

isit

Patient Patient
Number | 9 9 0 0 1 Initials

ML

v 1: Baseline BLOOD PRESSURE SCREENING VISITS
2:Form2
3:Form3 Age years Sex O Male Race ® Caucasian
£3Gem Pl ® Female O African American
v 21: 1 Month Follow-up O asian
N
v 22: 2 Month Follow-up
5:Form 5, 2 Month systolic diastolic
v 2313 Month Follow-up
5:Form 3 Wt 5 IR ISR INN RN R
EYRTTRn e N
[ Show AllRecords for This Subject e Flate w01 o
5 = Patient Patient
e Namser B B 1 e
Query - AL
BLOOD PRESSLURE SCREENING VISITS
Age years Sex [ Male Race ﬂ Caucasian
Female [ asican American
Reason for Data Value [ asian
[ other, specify:
sysfolie dastalic
r—r—r—r-T— | m— S B N S s —
vii—1 | Final || Incomplete Pending
mssnguae| ||| |Lastsave: 12/10/201403516:51 Task: 0724

4. Scroll the record list panel to confirm that 2 subjects, 99001 and 99002, have been retrieved. Double-click the entry for Subject 99002 to open and lock all records for

the subject.

Saving DFexplore data to a standard PDF document

1. Select

DFdiscover 5.10.0

> |Save as PDFj|.
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@ DFexplore - Save as PDF ? X

Selection Criteria
O Blank CRF books
current subject subject

all visits visit

all pl
print s
(® Data and images
@ current plate O current visit
O current subject ) all open visits
O current task set

5 p

t numbers include optional || visits plates

bject id print vis

Save Options
[ Blank plates
Data records

[] expand text fields for plates
[ data + primary image (side by side)

[ 1mages
primary onhy
allimages
[ Apply field color for completed plates

Qutput File

[ Bookmarked PDF

2. In the Selection Criteria panel,
o Select (enable) Data and images followed by current task set
In the Save Options panel,
o Check (enable) Data records and data + primary image (side by side)

o Check (enable) Apply field color for completed plates

@ DFexplore - Save as PDF ? x

Selection Criteria
O Blank CRF books

cu subject subject

visit
all plates plate
print subject id print visit numbers include optional | | visits plates
(® Data and images
@ current plate O current visit
O current subject O all open visits
O current task set
Save Options
[ Blank plates
Data records

[ expand text fields for plates
data + primary image (side by side)

[ 1mages
primary onfy
allimages
Apply field color for completed plates

Qutput File

[ Bookmarked PDF

3. Click Output File B In the file selection dialog, choose a directory in which to save the PDF file. Once a directory has been chosen, append the file name
subjects.pdf to the directory name. Click [Save].

4. Complete the specification by clicking . There will be a busy pause while the PDF file of completed data pages and their primary images is created.

NOTE: The save directory in this test was chosen to be C:\Users\Public. Your save directory may be different.

Saving DFexplore blank CRF books to a standard PDF document
1. Select > [Save as PDF}.
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@ DFexplore - Save as PDF ? X

Selection Criteria
O Blank CRF books

current subject subject

all visits isit

all plates plate

print subject id print visit numbers include optional || visits plates

(® Data and images
@ current plate O current visit
O current subject ) all open visits
O current task set

Save Options

[ Blank plates

Data records

[] expand text fields for plates
[ data + primary image (side by side)

[ 1mages
primary onhy
allimages

[ Apply field color for completed plates

Output File

[ Bookmarked PDF

Save Cancel

2. In the Selection Criteria panel,
o Select (enable) Blank CRF books, followed by all visits, all plates.
o Un-check (disable) print subject id

o Check (enable) print visit numbers

@ DFexplore - Save as PDF ? x

Selection Criteria
® Blank CRF books
@ current subject O subject
®) all visits O visit
@ all plates O plate
[ print subject id print visit numbers include optional (] visits [ plates
(O Data and images
current plate current visit
current subject all open visits
current task set
Save Options
Blank plates
Data records

expand text fields for plates
data + primary image (side by side)

Images
primary onfy
allimages
Apply field color for completed plates

Qutput File

[ Bookmarked PDF

Save Cancel

3. Click Output File B In the file selection dialog, choose a directory in which to save the PDF file.
Once a directory has been chosen, append the file name blanksubject.pdf to the directory name. Click .

4. Complete the specification by clicking followed by in the resulting dialog. There will be a busy pause while the PDF file is created.

[ NOTE: The save directory in this test was chosen to be C:\Users\Public. Your save directory may be different.

Viewing a standard PDF data file using a PDF viewer application

1. A PDF viewer application, such as Acrobat Reader, is required for this step. Start the PDF viewer application. Locate the directory in which the PDF file subjects.pdf
was saved in “Saving DFexplore data to a standard PDF document.”. Open subjects.pdf.

NOTE: All PDF files opened in this test and in the remainder of this module are illustrated using Acrobat Reader. If you are using a different PDF viewer application,
the appearance of your document may differ from that shown here. It may also be necessary to rotate the PDF image so that it is displayed in landscape format.
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2. Examine the PDF document.

Acceptance Test Sfudy|

Acceptance Test Study 0915/000T001
TRRRRRRLL LTI TR el LN TR
A o st oo o il i s

s, (517 [oTel s [ABIC e EE IR s [alnIe]
S T
BLOOD PRESSURE SCREENING VISITS BLOOD PRESSURE SCREENING VISITS
age [810] yuars sox ] s Rece K] Goucarian ae [610] yours Sex [ e Roce ] Gaucasin
X Femaie L] Afican Amesican A remato 3 aican amercan
O asan O asen
[m[— 00 s, sy
) e amote e ol
somn oon (O] (O[3 OT7] sy [TIZ10)/ [OI]8] s S 11 x| YR | ) 2 N i PN CH 5 [
o i
reasegz. [11710)/ (01518 ity resang2: (TTTO1/[OTSTE vy
rosorgs [(T712)/ (OT5TE] vty veaing: (LTI 1/ (01218 ] oy
ok amse ek ite
sownz o (O[S][O18](917] sy [11711)/ (013 ]6] g D ) | NN 21 O 2 3 P/ F3 0 3
= e
ressegz. [1TE19)/ [OT5TE] s rosang 2 (LI 01/ (015 Te ] ey
tosaeqs. (T710)/ [OTT8] ity rasengs: (L7 01/ [E12T6] vy
ENgibility Critoria. Yes Mo Eligibility Critaria
[ - DO 1 Agp 60 o
2 e o framas. nrpegrart g a e conacsemameros. D[] 2 oo, foma
3. kg pesase resceten = . T prsars i
1
g ey 0 X 4 Vol gy s e oy ot St
s i rsrt s e ek oy !'_. 5 o msip
b I TR %I | B SR o e oS
P e
Once Completed, Ploase Fax This Form to (S£EUN-ARRE. Ones Completad, Please Fax This Form to (#6) £45-80y,
fp—— narz

3. Locate the directory in which the PDF file blanksubject.pdf was saved in “Saving DFexplore blank CRF books to a standard PDF document.”. Open blanksubject.pdf.

4. Examine the PDF document. Confirm the PDF document was printed without the presence of Subject ID numbers.

L
LI Ll LLl
mn (OO0 L

BLOOD PRESSURE SCREENING VISITS

Age D:\ yoars Sex [ mae Race [ Caucasian
O Femaie [ Afican American
O Asian
[ ot specty:
systohc _ diastolic

ol | A I A P
" osdngz: LT/ T T g
rosdngs: (LT /T T g

systolc dhastolic

sz oo COICCICE restrss CLLI/CT L] o

A oy o iy | i i

nestrgs: CLLY/CTT] g
Eligibility Criteria Yes No
i g S O
O

2. Male, o If female, not pregnant and using a reliable coniracepiive method.

@

Thking ood pressurs medicaon O
O

Major surgery or other medical emergency in the past & months.

5. Patnt has igned informed consant and agres o retum for morty O
Tolowap

6. Systolic blood pressure 160-200 mmHg or Diastolic blood pressure D
65105 mmhg on Resding 3 af buth Screen 1 and Screen 2

Pationt is Eligible

Once Completed, Please Fax This Form to (##s)see.sass.

11 Noverber 2014

5. Exit the PDF viewer application.

Saving DFexplore data to an encrypted bookmarked PDF file

1. With the task set of records from “Retrieve existing d ccording to user-specified criteria.” (Subjects 99001 and 99002) still the current set, click the record for
Subject 99002, Form 1 to set it as the current page. Select > [Save As Bookmarked PDF] to open the dialog.
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@ DFexplore - Save as Bookmarked PDF

Configuration Load... Save...

Selection Criteria

@® current page O Current wisit
O current subject O All open visits
O current task set

Resources

Fie map

Visit map

Page map

[ sort map

Title

Header

Footer

Bind fields

Nestng ® plates within visits O visits within plates
PDF Options
[ Data records
expand text fields for plates
[ Missed records
[ images
primary only all images
] Apply field color for data records

PDF Output

File ﬂamel

Password

Reset

Save

Cancel

2. In the Selection Criteria panel,
o Select (enable) Current subject

In the Resources panel,

o Enter a Title of Bookmarked Subject 99002

o Use the default Nesting plates within visits

In the PDF Options panel,
o Check (enable) Data records

o Check (enable) Missed records

o Check (enable) Images and select (enable) primary only

o Check (enable) Apply field color for data records

In the PDF Output panel,

o Select an Output File directory using the file selection dialog and set the file name to subject99002.pdf.

@ DFexplore - Save as Bookmarked PDF

Configuration Load... Save...

? pad

Selection Criteria

O current page O Current wisit
® current subject O All open visits
O current task set

Resources

Fie map

Visit map

Page map

[ sort map

Title Bookrrarked Subject 99002

Header

Footer

Bind fields

Nestng @® plates within visits O vistts within plates
PDF Options
Data records
[ expand text fields for plates
Missed records
Images
@ primary only O all images
Apply field color for data records

PDF Output
File ﬂame|C:J'UsersfPuhhct‘subJect‘.?QUDz.ndﬁ ‘
Password |

3. Enter module16 as the value for Password.
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@ DFexplore - Save as Bookmarked PDF ? pd

Configuration Load... Save...

Selection Criteria

O current page O Current wisit
® current subject O All open visits
O current task set

Resources

Fie map

Visit map

Page map
[ sort map
Title Bookrrarked Subject 99002

Header

Footer
Blind fields
Nesting @® plates within visits O vistts within plates

PDF Options
Data records
[ expand text fields for plates
Missed records
Images
® primary only O all images
Apply field color for data records
PDF Output
File name|C:J'UsersfPubhdsubjectQQUDZ.Ddf ‘

Password [module16] |

4. Click to create a password encrypted PDF file of completed data pages and primary images for Subject 99002.

@ DFexplore - Save as Bookmarked POF ? X

PDF file contains 24 pages and has been saved to file:
C:/Users/Public/subject99002.pdf

Detail:
Encryption: Yes

File Map (server) defined in DFsetup (13 entries)
Visit Map (server): DFvisit_map (13 entries)
Page Map (server): DFpage_map (24 entries)
Sort Map: Not specified, No sorting

Title: Bookmarked Subject 99002
Header: Not specified

Footer: Not specified

Blinded Fields: Not specified
Nesting: Plates within visits

Data Records: Included

Missed Records: Included

Field color for completed pages: Yes
CRF Images: Primary only

5. Click [OK] to close the dialog.

Open and view an encrypted bookmarked PDF file using a PDF viewer application

1. A PDF viewer application is required for this test. Start the PDF viewer application. Locate the directory created in “Saving DFexplore data to an encrypted
bookmarked PDF file.”. Locate and open subject99002.pdf.

Password x

‘subject99002.pdf' is protected. Please enter a Document Open Password.

b

Enter Password: ||

2. In the Password dialog enter module16 as the password. This matches the password that was specified at file creation in “Saving DFexplore data to an encrypted
bookmarked PDF file.”. Once the password has been entered, the PDF file opens.
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3. Open all bookmarks for Subject 99002.
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4. In the bookmark panel, each data record is represented by the suffix (data) to distinguish it from the primary CRF image. Click entry Form 2 (data) to make the Form

2 data record the active page. Click entry Form 2 to make the Form 2 primary CRF image the active page.

5. Exit the PDF viewer application. In DFexplore, select [View] > [Data). Then, select [Select] > [All Records]. This will release the task set of records for Subjects 99001
and 99002. Click [OK] m in the resulting dialog to retain the default settings.

Create a complete subject package PDF file that includes data records, CRF images and audit trail

1. Select [Filg] > |

Create Subject Packages|.
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@ DFexplore - Create Subject Packages

Configuration Load... Save...

Subject Selection
Create one bookmarked PDF for each of the following:

subjects  |[al subjects

Selection Criteria

vist |

Pite

Resources

Fie map

Vistt map

Page map

[ sort map

Title

Header

Footer

Bind fields

MNasting @ plates within visits O visits within plates
PDF Optians
[ pata records
expand text fields for plates
[ missed records
O 1mages
primary only () al images

Bookrmark bbel Datz and Metadata Change History
[ Apply field color for data records

PDF Output

[ include subject history in format: ) legacy (*) simplied ( detailed (Excel only)

output folder|

File prefix

Password

[ Close this window when creating packages has completed

Reset.

Start

Cancel

2. In the Subject Selection section, choose Subjects from the drop-down and enter 99001,99002,99003 to create complete subject packages for Subjects 99001,

99002 and 99003.

@ DFexplore - Create Subject Packages

Configuration Load... Save...

Subject Selection
Create one bookmarked PDF for each of the following:

subjects ~ |[99001,99002,99003]

Selection Criteria

vst |

pate |

Resources

Fie map

Vistt map

Page map

[ sort map

Title

Header

Footer

Bind fields

MNasting @ plates within visits O visits within plates
PDF Options
[ pata records
expand text fields for plates
[ missed records

Bookrmark bbel Datz and Metadata Change History
[ Apply field color for data records

PDF Output

O 1mages
primary only ) al images
[ nclude subject history in format: ) legacy (=) smplfied ) detaied (Excel only)

output folder|

Fie prefix

Password

[ Close this window when creating packages has completed

Reset.

Start

Cancel

3. In the remainder of the dialog specify the following settings:

o Title = Site 99 Subject Packages
o Check (enable) Data records

o Check (enable) Missed records
o Check (enable) Images

o Check (enable) primary only

o Check (enable) Include subject history in format and simplified

o Check (enable) Apply field color for data records
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@ DFexplore - Create Subject Packages

Configuration Load... Save...

Subject Selection
Create one bookmarked PDF for each of the following:

subjects ~ |[99001,99002,99003

Selection Criteria

vist |

pate |

Resources

Fie map

Vistt map

Page map

[ sort map

Title Site 99 Subject Packages

Header

Footer

Bind fields

MNasting @ plates within visits O visits within plates

PDF Options
Data records
[ expand text fields for plates
issed records
Images
@ primary only - O al images
Include subject history in format: O legacy @ simpified O detsiled (Excel only)

Bookmark label[Data and Met:

Apply field color for data records

PDF Output

output folder|

File prefix

Password

[ Close this window when creating packages has completed

Reset. Start

Cancel

4. Specify a PDF output folder by first clicking Output folder E] to view the directory structure for the local computer. Select a directory in which to save the subject

package PDF files.

5. Specify a file prefix to be prepended to each subject package created. Enter Site99_ in the File prefix field.

@ DFexplore - Create Subject Packages

Configuration Load... Save...

Subject Selection
Create one bookmarked PDF for each of the folowing:

? %

subjects ~ ||90001,99002,99003

Selection Criteria

vst |

pate |

Resources

Fie map

Vist map

Page map

O sort map

Title Site 99 Subject Packages

Header

Footer

Bind fields

Nesting @ plates within visits O visits within plates
PDF Options
Data records
[ expand text fields for plates
issed records
Images
@ primary only O alimages
Include subject history in format: O legacy @ simpified. O detailed (Excel only)

Bookmark bel[Data and Met:

Apply field color for data records

PDF Output

Output folder |C:/Users/Public

Fie prefix  |site9g |

Password

[ Close this window when creating packages has completed

Reset. Start

Cancel

6. Do not encrypt the subject packages to be generated by leaving the Password field empty. Click to begin generating a complete subject package for each of the

specified subjects 99001, 99002 and 99003.
@ DFexplore - Create Subject Packages 7 >

Options:

- data records

- missed records

- primary images

- data and metadata change history
Output folder: C:fUsers/Public
File names: Site99_####,pdf

0 Package for subjects: 99001,99002,99003

Start creating packages?

Conce

7. Verify that the output in the confirmation dialog specifies packages for subjects 99001, 99002 and 99003. Click to start package creation.
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@ DFexplore - Create Subject Packages ? n

Creating packages has been completed.

See log file for detail:
C:JUsersfPublic/Site99_log_210217_100313.txt

Close

8. In the confirmation dialog, click [View Log]. Review the output. Click [OK] to close the log.

@ DFexplore - Create Subject Packages

7

*

Started: Wednesday, December 7, 2022 2:52:55 PM
Study: 254 - Acceptance Test Study
by: data_manager@explore.dfdiscover.com

Package for subjects: 99001,99002,99003
Options:

- data records

- missed records

- primary images

- data and metadata change history
Output folder: C:/Users/Public
File names: Site99_####.pdf

Mumber of subjects: 3

1D 99001 ( 32 pages): C:fUsers/Public/Site99_99001.pdf
1D 99002 ( 27 pages): C:/Users/Public/Site99_909002.pdf
1D 99003 ( 3 pages): C:fUsers/Public/Sited9_99003.pdf

End: Wednesday, December 7, 2022 2:53:08 PM

e

9. The main Create Subject Packages dialog is displayed. Click to close this dialog.

Open and view a PDF subject package using a PDF viewer application

1. A PDF viewer application is required for this test. Start the PDF viewer program. Locate and open the directory in which the PDF subject packages were saved in Step
7. Locate files Site99_99001.pdf, Site99_99002.pdf and Site99_99003.pdf.

2. Open the subject package for Site99_99001.pdf.

3. Open all bookmarks for Subject 99001.

4. In the record list, each data record is represented by the term (data) to distinguish it from its primary CRF image. Click entry Form 2 (data) to make the Form 2 data
record the active page. Click entry Form 2 to make the Form 2 primary CRF image the active page.

5. In the bookmark list click the entry for Data and Metadata Change History to display the complete audit trail report for Subject 99001.

6. Exit the PDF viewer application to close both the file Site99_99001.pdf and PDF viewer.

7. Select > to close and exit DFexplore.

End Module 16. PDF File Creation

¢ Return to the DFATK application. Click to confirm successful completion of Module 16. PDF File Creation.

Module 17. DFweb Data Entry

NOTE: Optional Module. The DFweb Data Entry module requires the DFWS feature (web services API). If your DFdiscover server is not licensed for this feature, do

not complete this module.

DFweb is compatible with all web browsers that support the HTML5 standard, including the following web browsers:

- Chrome
- Safari

- Edge

- Firefox

Tests & Requirements

1. Verify DFweb version information, logging into DFweb and DFweb site certificate verification.

2. Resetting a user login password.

3. Copying URL and changing user passwords.
DFdiscover 5.10.0
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. Creating a new subject, entering subject data.

. Adding, modifying and resolving queries.

[ S ) B

. Adding, reviewing and downloading subject documents.

7. Add an Electronic Signature (eSign) to a set of completed subject records.
8. Verify removal and Re-application of eSignatures.

9. Verify DFweb saves eSignature task data to the specified save level.

Estimate of Time Required: 25 Minutes

Begin Module 17. DFweb Data Entry

1. Start DFATK as described in Module 1 (Installation & Initialization).
2. Click [17. DFweb Data Entry] followed by to begin this module. Click [Send ID 99008|.

NOTE: Save the labreport99008_module17.pdf file received via email to your local computer. This file is required to complete Adding. reviewing and downloading

subject documents.. Refer to Creating user accounts and assigning study permissions. as a valid email address is required for data_coordinator, data_manager,
site_monitor or site_invest to receive the module specific PDF files.

Resetting a user login password

NOTE: All remaining tests performed in this module have been completed using Google Chrome. Results and/or test steps may vary with other browsers.

1. Open a web browser and navigate to https://dfweb.dfdiscover.com/login or the DFweb URL provided by your administrator, In the DFweb login dialog, enter the
DFdiscover Server name that has been provided by your administrator. Click . enter site_monitor in the Username field of the login dialog, and click [Forgot

Password?|.

2. In the Reset Password dialog, enter the username and email address associated with the site_monitor account and click [Send Email|. A confirmation message
appears: Mail Sent Successfully.

v 4 Dfweb X+ - o X

€ 5 C % dfwebdfdiscover.com/login o K @ i

Mail Sent Successfully

3. Open the password reset email from your DFdiscover server and click the provided link to reset the site_monitor password.

4. Enter and confirm a new password, then click [Update].
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https://dfweb.dfdiscover.com

v @ SetPassuo x o+ - o x

<« c | ® dfdiscover.c SUVILE7OLOSt0kvOZ60pzixjc/Nz8ssyS+ qMTIwMjWwNLIONDEWMTQAAPzaE dE =8itkn=edNxvwcBUUEXhr. ®

‘: dfdiscover

Change Password

Password changed successfully.

2025 DMt Ressaren ine. Al Rights Reserved

5. A message confirming Password changed successfully. is displayed in your browser, and a notification email is sent to the address associated with the site_monitor
account.

Verify DFweb version information, logging into DFweb and DFweb site certificate verification

1. Open a web browser and navigate to https:/dfweb.dfdiscover.com/login or the DFweb URL provided by your administrator, Click @ Settings, verify the version
information: DFweb Version 5.10.0 is displayed.

v 4 DFweb x 4+ - o X

<« G % explore-dfweb.dfdiscover.com/login % @

Settings

About

DFweb Version 510.0 (Build 0065, 2025/10/14)  Build History >
© 1990 - 2025 DF/Net Research, Inc. All rights reserved.,
APIServer

explore-dfws.dfdiscover.com:443

2. Enter site_monitor in the Username field and the previously assigned password in the Password field. Click to login.
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https://dfweb.dfdiscover.com

v oRees x - o x

¢ 5 C % diwebdfdiscover.com/login = & @

explore.dfdiscover.com -

(— Username

site_monitor

Forgot Password?

Login

Welcome to explore.dfdiscover.com
Login with Microsoft

OR

Settings
g

@ Privacy Policy

3. Alist of subjects for Hospital #99 is displayed.

« 4 Diweb x4 - o x
¢« > Cc = t: = @

. site_monitor (site_monitor) &
4 dfdiscover [E) Acceptance Test study explore didscovercom

B0 Dashboard

Subjects Q search for Subject H H 15
5 Subjects
22 99 Hospital #99
[ Tasks i& 9001
S 99002
[@ Queries -
1& 99003
i Reports
1& 9%004
@ ePRO 1& 99006
i 9007
i 9%008
i 99009
99010
9901
99012
99013
99014

«

4. Click the View Site Information icon from the web browser address bar. Select Connection is secure > Certificate is valid. The website trust certificate is displayed
for the current DFweb address, click or X to close the window.
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¢« > Cc = t * @

Certificate Viewer: *.dfdiscover.com

General | Details

Issued To

Gommon Name (CN) *.dfdiscovercom
Organization (O) <Not Part Of Certificate>
Organizational Unit (OU)  <Not Part Of Certificate>

lssued By
Common Name (CN) Sectigo RSA Domain Validation Secure Server CA
Organization (O) Sectigo Limited
Organizational Unit (OU)  <Not Part Of Certificate>

Validity Period

Issued On Wednesday, October 30, 2024 at 800:00PM
Expires On Wednesday, October & 2025 at 7:59:59PM

SHA-256
Fingerprints
Certiicate €36b837827da10082902b56236600493 2eb3ea5e0760190c 17a8e263
21007

Public Key 4302627571493¢a22673503a102c8e5037a7acfb65 145 5d<61efBcA469
42221

Copying URL and changing user passwords

1. From the Subjects list, click Subject 99002 to open the 0: Screening Visits 1:Form 1 page.

2. Copy the DFweb URL by clicking { >[Copy URL].

3. Open a new browser tab, paste the copied URL into the new browser tab, click . The pasted URL in the new tab re-directs you to the DFweb login page. Login
again using site_monitor credentials, upon logging in confirm you are taken to the same subject data record as the previous web browser tab. Close the web browser
tab.

4. Click > [User Profile] > [Change Password] to view the Change Password window. Click [Cancel).

v oRees x - o x

¢ 5 C % diwebdfdiscover.com/profile * @

Change Password
Confirm your current Password

Current Password

Please choose a new password. The new password must contain the following:
* Atleast 8 characters

X At least one character and one digit.

‘ New Password

‘ Confirm Password

Cancel

Creating a new subject, entering subject data

1. Click (& Subjects , select 99010 to open the 0: Screening Visits 1:Form 1 page.
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v 4§ DR x

<« c =

‘: dfdiscover

subject 99010

oo
o

T:Form1

]

23 I

B

+ Add New Visit

Acceptance Test Study
study 254 | site 99 |

iy 1: Form 1

site_monitor (site_monitor)
‘explore.didiscover.com

ROONNONT [T TTTT TR TIrrrT
DataF ax #254 Plate #001 Visit #000
I J—

ML

Patient
Numbar (9000 |

BLOOD PRESSURE SCREENING VISITS

Sex () Male Race () Caucasian
O Female O African American
QO Asian

O Other, specify:

systolic

dd/mmfyy
day  month  year

Screen1:  Date

Reading 1: mmHg

Reading 2: mimHg
Reading 3: mmHg
systolic diastolic
Sereon2:  Date 99/MIM/yY Reading1: """ [ rmn manHg
day  month  year
Reading2: " f non -
nnn f rnn
Reading 3: mamHg
Eligibility Criteria Yes No
1. Age16-79 years old. o
1

2. Male, or if ferale, not pregnant and using a reliable contracepiive method.

2. Click Patient Initials enter ARX, Set:

o Age (years) = 49
o Sex = male

o Race = caucasian

o Screen 1 Date = Click = icon, select 11-Nov-2018

click B,

~ 4 DFweb x  +

<« C % dfwebdfdisc

l: dfdiscover

& subject 39010

oo
0o

§m 0:screening Visits

im 1:Form1

2

23 I

E

+ Add New Visit

Acceptance Test Study

Study 254 | Site 99 /

B§ : Form1

site_monitor (site_monitor)

explore.didiscover.com

RERRRRRNILLIT T rrrntl
DataF ax #254 Plate #001 Visit #000

Patient Patient
Number 59010 Initials  ARX
ML

BLOOD PRESSURE SCREENING VISITS

Age “® years @ Male Caucasian
Female African American
O Asian
) Other, specify:
systolic
Screen1:  Dae 1/18 Reading 1: mmHg
day  month  year
Reading 2: mmHg
Reading 3: mmHg
systolic diastolic
Screen2:  Date 99/MM/Yy Reading1: """ f nnn mimHg
day  month  year
Roadngz "™ { nnn g
Roadnga " { nnn g
Eligibility Criteria Yes  No
1. Age 1679 years oid. o o

2. Male, or if female, not pregnant and using a reliable contraceptive method.

3. Select 1:Baseline > 21:Lab Results page. Click Patient Initials field.

NOTE: The Setlnitedit check executes upon entry to the field. If the initials are available on 1 : Form 1 (previously entered), they are retrieved and populate the

Patient Initials field.

DFdiscover 5.10.0

Acceptance Test Manual
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# oFve

c %

‘: dfdiscover

oo
o

]

@

B

2 subject 99010

§m 0:screening Visits

21 Lab Results

+ Add New Visit

15/99010visits/ 1/plates/21

Acceptance Test Study

study 254 | site 09 |

[y 21: Lab Results

* Patient Number

* Patient Initials

Collection Date

White Blood Cell

nnn
Red Blood Cell ann
Hermoglobin ann
Mean Cell Hemoglobin .

Conc

99010

site_monitor (site_monitor) ~ §

‘ AR

DD-MMM=-YYYY

K/met © ABNORMAL ¢
M/mel (O ABNORMAL (
gldl () ABNORMAL (
gldL

4. Set the remaining fields within the 21: Lab Results form as follows:

o Collection Date = 13-NOV-2018

White Blood Cell = 15.3, Check (enable) NORMAL

Red Blood Cell = 04.3, Check (enable) NORMAL

Hemoglobin = 14.2, Check (enable) NORMAL

Mean Cell Hemoglobin Conc = 46.5, Check (enable) ABNORMAL

v 4 Dfweb
< Cc = o
4 drdiscover
& subject 99010

g0
Os m o:screening visits
o)
&
21:Lab Results

i
i

5. Click "/ to open the Reason for Data Value dialog. Click B next to Reason. The DFlookup: REASON dialog is displayed.

+ Add New Visit

DFdiscover 5.10.0

15/99010visits/ 1/plates/21

Acceptance Test Study

Study 254 | site 99 /

B3 21: Lab Results

* Patient Number

* Patient Initials

Collection Date

White Blood Cell 153
Red Blood Cell 043
Hemoglobin 142

Mean Cell Hemoglobin 46 &
Cconc

99010

© ABNORMAL (-

- NORMAL

- NORMAL

- NORMAL

) NORMAL

O Clinically significant

O Clinically significant

[ Clinically significant

[ Clinically significant

explore.didiscovercom @

(oo 1]

)

=

site_monitor (site_monitor) §

ARX

13-NOV-2018

K/met

O ABNORMAL @ NORMAL

M/met © ABNORMAL ¢
gfdL

glat

NORMAL
) ABNORMAL @ NORMAL

@ ABNORMAL () NORMAL

O Clinically significant
O Clinically significant
O Clinically significant

O Clinically significant

Acceptance Test Manual
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DFlookup: REASON

@ ‘ [search Terms Q

® Match ANY terms O Match ALL terms O Exactly match the term
Lookup Fields F
Acronym

O Result

«

Matched rows: 4

Acronym Result

1 Data entry error corrected.

2 Confirmed, this value is correct as entered.
3 Data not available.
9

Other, specify:

concel [

6. Select the Result of Confirmed, this value is correct as entered., Click , followed by |Apply|then .

7. Select 51: Medication Log Page 1 > 8: Form 8, Pg 51 page. Click Patient Initials field.

NOTE: The Setlnitedit check executes upon entry to the field. If the initials are available on 1 : Form 1 (previously entered), they are retrieved and populate the
Patient Initials field.

v 4 DFwes x o+ - o x
<« c (= 15/99010/visits/51/plates/8 A ®
‘: . Acceptance Test Stud site_monitor (site_monitor) ~ §
dfdiscover P! Y exploredidiscovercom
{2 subject 83010 Study 254 | sitege / / /
80
Os

im 0: screening Visits 8:Form 8, Pg 51 u

W 1 Baseline
s ! RN AR A .
e DataFax #254 Plate #008
Patient Patient Medication Log
&) onth Follo Number 9010 Initials Page Number n
T
MEDICATION LOG
Bl 4: 4 Record any change, addition or cessation of medication since the patient’s initial assessment.
Study Termination Drug Name Type of Change Date of Ghange Gurrent Total Dose
"’ e ° Per Day
i New New Stop Restart
40: Decth Repo Dose Dmg Drg Drg day  month  year (mg)
1. PR o o o dd/mm/yy
Reason for Change: 2
Q
8:Form 8, Pg 51 2]
- o New  New  Stop Restart
I: Adverse Event | Dose Drug Drug Drug day  month  year (mg) L)
+ Add New Visit 2. . 0 o o o ddmmly
Reason for Change: “ I
New New Stop Restart
Dose Drug Dn Drug day  month  year (mg)
3. 4 0 o o o dd/mm/yy
Reason for Change: 4
New New Stop Restart
» Dose Drug Drg Drug day  month  year (mg)

Aclrora s i

8. Press [Tab). In the Medication Log Page Number field, enter values 1 of 1.
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4 dfdiscover

& subject 93010

89
S jm 0:screening Visits
S Im i Baseline

211 Month Follow-up
22:2 Month Follow-up

@

[m]
o
O 233 Month Follow-up
o
o

@ 24: 4 Month Follow-up
30: Study Termination
il
O 40:Death Report
[ O 201 Diary Week 01
O 5t Medication Log Page |
[] 8 Form8,Pg5l
O 101 Adverse Event 1 Page |
+ Add New Visit
»

1/plates/s

[B) Acceptance Test Study

Study 254 | Site 99 | Sublect 89010 | 51:Medication Log Page 1 | &: Medication Log

8:Form 8, Pg 51

site_monitor (site_monitor)

RN AN AN
DataF ax #254 Plate #008

Patient
e =010

Patient
Initials

F ML
MEDICATION LOG

51

Medication L
Page Number !

Record any change, addition or cessation of medication since the patient’s initial assessment.

Drug Name

New
Dose

Reason for Change:

New
Dose

Reason for Change:

New
Dose

Reason for Change:

New
Dose

DFlookup: drugs dialog appears.

v oRees x

« > c =

1/plates/s

DFlookup: drugs

Type of
New

o

New
Drug

New
Drug

New
Drug

Change
Stop  Restart
Drug  Drug

O o

Stop  Restart
Dug  Drug

Q o

Stop  Restart
D Drug

e} o
Stop  Restart
Drg  Drug

Date of Ghange

day  month  year
dd/mm/yy

day  month  year
da/mm/yy

day  month  year
dd/mm/yy

day  month  year

At lran

@ ‘ [pearch Terms

Q

® Match ANY terms O Mateh AL terms

Lookup Fields

Acronym

O Result

«
Matched rows: 1892

Acronym

sleeping pills (orc)

abalal

aceolate
aceupril

ace medication
ace meds

ace study aspirin
acebutolol

acebutolol hel

Result

O Exactly match the term

sleeping pills (orc)

abalal

accolate

aceupril

ace medication

ace meds

ace study aspirin

acebutol

acebutol

lol

lol hl

of

Gurrent Total Dose
Per Day

(mg)

(mg)

(mg)

(mg)

Enter Vitamin B-12 in the 1. Drug Name text field, press

explore.didiscover.com

10. Enter vitamin b12 in the Search Terms, Check Match ALL terms and click 2 o filter the results.

DFdiscover 5.10.0

Acceptance Test Manual

Upon leaving the field, an edit check is executed and
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11. Select the result of vitamin b12 from the table. Click

v 4 DFweb x

« > c =

DFlookup: drugs

@  vitaminbi2

OMatch ANY terms

Acronym

O Result

«
Matched rows: 1892

Acronym

sleeping pills (orc)
abalal

aceolate

aceupril

ace medication
ace meds

ace study aspirin
acebutolol

acebutolol hel

&dfdiscover

8 subject 99010

eg
02 jm o:screening visits
S = 1:Baseiine
O 211 Month Follow-up
B O 222MonthFolow-up
O 23:3Month Follow-up
£l 0O 24: 4 Month Follow-up
O 30:Study Termination
il
O 40 Death Report
@J (O 201 Diary Week 01
O 51 Medication Log Page |
[] 8 Form8,Pg 5l
O 101 Adverse Event 1 Page |
+ Add New Visit
»

1/plates/s

® Match AL terms

Q

O Exactly match the term

Lookup Fields F

1/plates/s

Result

sleeping pils (orc)
abalal

accolate

aceupril

ace medication
ace meds

ace study aspirin
acebutolol

acebutolol hel

Acceptance Test Study

Study 254 | Site 89 | Sublect 89010 / 5

8:Form 8, Pg 51

Medication Log Page 1 | 8: Medication Log

site_monitor (site_monitor)
explore.didiscover.com

so | ]

RN AN A
DataF ax #254 Plate #008

Patient
Ny 99010

Record any change, addition or cessation of medication since the patient's initial assessment.

Drug Name

itamin bi2
. 4

Reason for Change:

Reason for Change:

Reason for Ghange:

New
Dose

New
Dose

New
Dose

New
Dose

51
Patient Medication Log | i
Initials Page Number of
F
MEDICATION LOG
Type of Change Date of Change Current Total Dose
Per Day

New Stop Restart
Drug  Drug g day  month  year (mg)
o o o dd/mm/yy

P
New Stop Restart
Drug Drug Drug day  month  year (mg)
o o o dd/mm/yy

)
New Stop Restart
Drug Drug Drug day  month  year (mg)
o o o dd/mm/yy

/
New Stop Restart
Drug  Drug  Drug year (mg)

12. Beginning with the Type of Change field complete the remaining data fields as follows:

o Type of Change = Select New Drug

o Date of Change = Select 15/11/18

o Current Total Dose Per Day = 250

o Reason for Change = Increased Mean Cell Hemoglobin Conc.

cick B,

DFdiscover 5.10.0

Acceptance Test Manual

. The 1. Drug Name field becomes auto-populated with vitamin b12 result.
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4 dfdiscover

& subject 93010

80
02 jm 0:screening visits
& Im 1 Baseline
O 211 Month Follow-up
@ 0O 22:2Month Follow-up
O 23:3Month Follow-up
@ 5 24.4wonth Follow-up
[ 30:Study Termination
i
O 40:Death Report
@ O 201 Diary week 0l
|® 51 Medication Log Page |
= 8:Forms, g5
(O 101 Adverse Event 1 Page 1
+ Add New Visit
»

- o x
1/plates/s * @
- Acceptance Test Study site_monitor (site_monitor) ~ §

Study 254 | Site 99 | Sublect 89010 | 51:Medication Log Page 1 | &: Medication Log

8:Form 8, Pg 51

RN AN AN
DataF ax #254 Plate #008

51
Patient Patient Medication Log
Number 29010 Initials Page Number | of !
FoMoL
MEDICATION LOG
Record any change, addition or cessation of medication since the patient’s initial assessment.
Drug Name Type of Ghange Date of Change Gurrent Total Dose
er
New New  Stop Restart 2y
Dose Drug Drg Drg — day  month year (mg)
Vitamin b12
. o ® o o o 250
Reason for Grange: I"Creaed Mean Col Hemaglobin Cone ]
New New  Stop Restart
Dose Drug Drg Drug day  month  year (mg)
2 4. 0 o o o edmmly
Reason for Change: )
New New Stop Restart
Dose Drug Di Drug day  month  year (mg)
5 4. 0 o o o ddlmmly
Reason for Change: p
New New Stop Restart
Dose Drug Drug Drug day  month  year (mg)

At lron s

explore.didiscovercom @

vsaved |- |

13. Select 1: Baseline > 4 : Form 4, Pg 1. Click B . set Page Missed to open the Set Page Missed dialog.

~ 4 DFweb %

€ > C %

010/visits/1/plates/a

Set Missed Page

Subject 99010 / Visit 1/ Plate 4

" Reason Select Reason...

Details

Cancel

3
®

14. In the dialog, choose Other Reason value from the Reason pull-down list. Enter Medication information provided on the Medication Log Page. as the Detail.

DFdiscover 5.10.0

Acceptance Test Manual
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* Reason

Details

/plates/a

Set Missed Page

Subject 99010 / Visit1/ Plate 4

Other reason

Medication information provided on the Medication Log

Page|

4dfdiscover

{8 subject 99010

80
02 jm 0:screening visits
S = 1:Baseiine

O 2fom2
2} 0 3Form3

4:Form 4,Pg1
@ m 21 1ab Results
211 Month Follow-up

il

22:2 Month Follow-up

[m]
o

@ O 233Month Follow-up
O 24: 4 Month Follow-up
[m]

30: Study Termination

() 40: Death Report

O 201: Diary Week 01
|® 51 Medication Log Page 1
(O 101: Adverse Event 1 Page |

+ Add New Visit

16. Click (& Subjects , select 99009 > 1: Baseline > 2: Form 2. Click E . unset Page Missed to open the Unset Missed Page dialog.

DFdiscover 5.10.0

/plates/a

[E) Acceptance Test Study

Conce

Study 254 | Site 99 | Subject 99010 / 1:Baseline | 4: Current Medications

4:Form 4,Pg1

DataFax #254 Plate #004

Patient  go010

Number

Patient Medications
e ] Fage Hurmmer
F ML

CURRENT MEDICATIONS

List any medications (prescribed and non-prescribed) which the patient is currently taking.

If None, put an Xin this box.

Drug Name

otal Dose Start Date or
Per Day (mg) Duration of Use Indication

Acceptance Test Manual

site_monitor (site_monitor) H
explore didiscovercom @

Missed mu
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17. Enter a reason of Data to be captured during chart review.. Click

v 4 DFweb x

« > Cc =

* Reason

/plates/2

Unset Missed Page

Subject 99009 / Visit 1 [ Plate 2

4dfdiscover

8 subject 99009

80
02 jm 0:screening visits
S = 1:Baseiine

[ 2Form2
28 Im 3:Form3

Im 2 Forma,pgl
@ [0 25:Lab Results

211 Month Follow-up

il

22:2 Month Follow-up

[m]
a

@ O 233Month Follow-up
O 24: 4 Month Follow-up
o

30: Study Termination

() 40: Death Report

O 201: Diary Week 01

(O 51: Medication Log Page |

() 101 Adverse Event 1 Page |

+ Add New Visit

Adding,

1. From the sidebar bar, Click [@. Locate and select the outstanding query for Subject 99008 > 0:Screening Visits > 1:Form 1.

DFdiscover 5.10.0

/plates/2

Acceptance Test Study

[CT"I Apply

Study 254 | Site 99 | Subject 99008 | 1:Baseline | 2: Patient Entry Form

iy 2: Form 2

site_monitor (site_monitor)

RRRRRRNI LRI rrrrrnn
DataF ax #254 Plate #002 Visit #001
Rampar (22008 e ]
F

Randomization

Provided the patient meets all
random medication code num!

ML

PATIENT ENTRY FORM

Medication Code #: /"""

Give the patient one bottle of study medication from the medication kit with this code number.

Medical Examination

Date of Binh [09/MM/YYyy
d

Y

mm/)
o

month  year

eligiblty crieria, cal the randomzation ot ine ((805) 999-8588) for this patients.
r.

weignt [0 |t or [nnn os

Height """ cm or NN in

Puise beats/minute

Smoking Status ) Never smoked Exercise” () None, or <1 time/week
O Ex-smoker O 1-2 times/week
O Smokes cigarettes O 3-4 times/week
PV O ettt

modifying and resolving queries

Acceptance Test Manual

Entry Date /'
d

DK
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v oRees x

<« o (=
‘: dfdiscover
> |8 subject 99008
a0
05+ queries
2 99001
=
> 99007

@ Vv 99008
&

v 0: Screening Visits
<) v 1:Form1

|| 6.systolic and diastolic BP criteria

B

? I: Baseline

> 99009

showing 9 of 15

Close x Filter ¥

r ]
2. Change 6. Systolic and diastolic BP criteria from 'Yes' to 'No', Click O then * , select Resolved from the Status drop-down list. Click
save the data record changes.

v & DFweb x  +

< c %

Detail: But patient did not meet bl..

study 254 | site 99 |

Acceptance Test Study

S :Form1
50
Age years Male Caucasian
Female African American
Asian
 Other, specify:
systolic diastolic
Soreen1:  Date 13/09/18 Reading 1: 12 f oss mmHg
day  month  year
Reading2: '/ f ose mmHg
Reading3: 2/ f o1 mmHg
systolic diastolic
Scroon2:  Date 20/0%/8 Reading 1: '2°  0ss mmHg
day  month  year
Readging2: |2/ f 082 mamHg
Reading3: 128 [ os2 minHg

Eligibility Criteria

1. Age 16-79 years old.
2. Male, or if ferale, not pregnant and using a reliable contracepive method.
3. Taking blood pressure medication.
4. Maior surgery or other medical emergency in the past 6 months.
5. Patient has signed informed corsent and agrees 10 feturn for monthly

follow-up visits.

1

6.

Systolc blood pressure 160-200 kg o Distolc blood pressire ® fo)
95-105 mmHg on Reading 3 at both Screen 1 and Scr

4 dfdiscover

> |& subject 99008
en
08+ queries e

> 99001
&

> 99007
@ V99008
E2

3 I: Baseline
[@ > ss00e
il
Showing 8 of 15

»

Close x Filter ¥

3. Click 99008 > 1:Baseline > 2:

DFdiscover 5.10.0

Study 254 | site 99 / /
S :Form1
Screent:  Daie 13/09/18 Reading 1: f oss mimHg
day  month  year
Reading2: '/ [ ose mmHg
Reading3: 12/ f omt mmHg
systolic diastolic
Sereon2:  Date 20/09/18 Reading 1: 120 [ ose mmHg
day  month  year
Reading2: 2/ f 082 mmHg
Reading3: 2% f 082 mimHg
Eligibility Criteria
1. Age 16-79 years oid.
2. Male, or If female, not pregnant and Using a reliable contraceptive method.
3. Taking blood pressure medication.
4. Major surgery or other medical emergeniy in the past 6 months.
5. Patent has signed informed consont and agrees o rotum for monthly
Follow-up visits. .
6. Sysiole bond pressure 160,200 mimig o Diastole lood pressure o ®

Form 2. Select Date of Birth (dd/mm/yyyy) query. Correct Date of Birth (dd/mm/yyyy) to 14/01/1968.

95-105 mmHg on Reading 3 at both Screen 1 and Scre
Patient is Eligible

Once Gompleted, Please Fax This Form to (##)#-#.
November 2014

Acceptance Test Manual

site_monitor (site_monitor) ~ §

explore.didiscovercom @

=

site_monitor (site_monitor)  §

explore didiscovercom @

SAVE

and to
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v oRees

<« c =

‘: dfdiscover

> |& subject 99008

20
05+ queries
> 99001
=
» 89007

@ V99008
v I:Baseline

(2} v 2:Form2

| pate of Birth (dd/mmlyy) = 14/01/1
Detail: Birth date does not match

B

? 21 Lab Results

> 99009

Showing 8

Close x

4. Click & then * , select Resolved from the Status drop-down list. Click

v & DFweb

< ¢ =

Filter ¥

t5/99008)visits/

Acceptance Test Study

Study 264 | site 99 / / /

e K§2Form2

- o
=~ & @

site_monitor (site_monitor) ~ §
explore.didiscovercom  ®

RRRRRRNI LRIl rrrrrnn
DataF ax #254 Plate #002 Visit #001

Patient Patient
Number 29008 Initials EntryDate 27/09/18
FoMoL day  month
PATIENT ENTRY FORM

Randomization

Provided the patient meets all el

ity criteria, call the randomization hot line ((905) 999-8888) for this patient's.
random medication code numbe:

Medication Code #: 9922

Give the patient ene botile of study medication from the medication kit with this code number.

Medical Examination

et o in 1011568 ®

ay  month  year

weignt (0975 kg or 290 Ibs

Height or 0825 in
puge 088 beats/minute
Smoking Status Never smoked Exercise® O None, or <1 time/week
O Ex-smoker O 1-2 times/week
Smokes cigareties 3-4 times/week

4 dfdiscover

> |& subject 99008

15/99008/visits/

Acceptance Test Study

Study 254 | Site 99 | /

year

site_monitor (site_monitor) §

explore didiscovercom @

X

(oo 1]

to save the query changes. Click .

en
0a  © queries e B2rorm2 n
> 93001 =
& RERRRRRNI LRIl rrrrrnn
> 99007 DataFax #254 Plate #002 Visit #001
Patient Patient
@ vo9s008 Number 99008 Inttials D! Entry Date 27/08/18
I F M L day  month  year
v l:Baseline
PATIENT ENTRY FORM
[} » 21: Lab Results
Randomization
» 99009
) Provided he patient meets all eligivility criteria, call the randomization hot line ((905) 999-8888) for this patient's
il random medication code number.
Medication Code #: 6522
Give the patient gne bottle of study medication from the medication kit with this code number.
Medical Examination
Date of Birth |14/01/1968
day  month  year I
weignt (0975 kg or 250 ibs
Height 0825 in
[ beats/minute
Smoking Status Never smoked Exercise® O None, or <1 time/week
Ex-smoker 1-2 times/week
Showing 7 of 16 Smok o5 3 tmesh
O Smokes cigaro! -4 times/week
» Close % Filter ¥ g

5. Click 21: Lab Results, select the outstanding query. Click

DFdiscover 5.10.0

. Enter Lab value confirmed as out of range. in the Reason field. Click

Acceptance Test Manual

followed by .
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v oRees x

« > c =

4’ dfdiscover

/plates/212queries=

Acceptance Test Study

site_monitor (site_monitor)

> 18 subject 89008 study 254 | site 99 | 99008 | 1:Baseline / 21:Lab Resuts
2
80
05 v queries 2 B 2:1abResults
» 99001
= * Patient Number 99008
» 89007

B o * Patient Initials DFN

@ Collection Date 27-5EP-2018

o White Blood Cell Bs  KImet ® ABNORMAL () NORMAL O Glinically significant
Red Blood Cell 047  Mimel () ABNORMAL @ NORMAL O Clinically significant

) Hemoglobin Bs  gld () ABNORMAL (@ NORMAL [ Clinically significant
Mean Cell Hemoglobin 40, g/dL () ABNORMAL (@) NORMAL () Clinically significant
Conc
Showing 6 of 15
» Close x Filter ¥
. 20
6. Click Oa.
~ 4 Dfweb EE 3
€ 5 C =% diwebdfdiscover.com/dashboard
site_monitor (site_monitor
Acceptance Test Study - (site. )

B8 pashboard

(P subjects

Query Overview
B Tasks s suects sscars At Queries by Stus Outstanding Queres oy Type
= el m Resolved
@ = Gomplete 49 (89%) (53%)
Queries (%) m Incomplete
2(a%) m Outstanding
Missed (a0%)
i Reports m Incomplete =
8(89%) Pending
pending 1(7%)
2(a%)
Subject Summary
search by | Subject v
Subject § Latest Visit & Next Visit 3 Days Overdue % Outstanding Queries §
i2 99001 1997-07-06 done o | =
12 99006 unknown ? 0 (S @
i2 99007 1997-04-25 1997-05-25 10354 o0 4 =
i2 99008 2018-09-27 2018-10-27 2529 0 o =
i2 99008 unknown ? 0 o @
i2 99010 unknown ? 0 (S @

Dashboard

Subject and CRF Status Overview

Site 99 - Hospital #99

7. Within the Queries Overview dashboard, click Outstanding (Red portion) under the All Queries by Status pie chart. The Queries Overview table is displayed

showing all outstanding queries for the site.

8. In the Queries Overview table locate and select the outstanding query for subject 99009.

9. Select Asian in the Race field. Click
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v oRees x

- a X
< c = " 1 * ®
‘: . Acceptance Test Stud site_monitor (site_monitor) ~ §

dfdiscover P! Y explore.didiscovercom &
> 18 subject 89009 Study 254 | site 99 / I
80
08+ queries e Brrormi u
2 93001 =
& BRRRRRRiI e rrrrnl
3 99007 DataF ax #254 Plate #001 Visit #000
Patient Patient
&} Number #9009 nitials AN
ML
BLOOD PRESSURE SCREENING VISITS
(2}
Age 44 years O Male Race () Caucasian
o Female O African American
@© asian
O Other, specify: 4
systolic diastolic
Screen1:  Date 18/10/18 Reading1: 12 f 0% mimHg
day  month  year
Reading2: '2° f 087 mimHg
Reading3: 23 f om mmHg
systolic diastolic I
Sereon2:  Date 251018 Reading 1: 2% [ os2 mmHg
day  month  year
Reading2: 13° [ 087 mmHg
Reading3: ' f 0oz mmHg
Eligibility Criteria Yes  No
1. Age16-79 years old. ©
Showing 5 of 15
»

Close x Filter ¥ 2. Male, or if ferale, not pregnant and using a reliable contracepiive method.

10. Return to the Dashboard page by Clicking 5]

11. Click © , within the Queries Overview dashboard, click Outstanding under the All Queries by Status pie chart. The Queries Overview table is displayed showing
all outstanding queries for the site. Confirm the outstanding query for subject 99009 is no longer present.

~ 4 DFweb x  + - o X
<« C % dfweb.dfdiscover.com/dashboard w @

site_monitor (site_monitor)

Acceptance Test Study - N .
explore dfdiscovercom

83 pashboard Dashboard

Site 99 - Hospital #99 ~ || O |
(9 subjects Subject and CRF Status Overview “  QueryOverview
Queries (Outstanding)
Searchby site  +
B Tasks 9 subjects 55 CRFe
Final site 3 Subject 3 Visit § Plate 3 Field 5 Category %
Complete 50 (a1)
@ queries 1 () ‘ m Incomplete 99 99001 30 6 7 Missing Page
1@ ES] 99007 2 5 7 Overdue Visit
il Reports [ ‘ﬁrv?&m‘e!e = ;m(s::)d 99 99007 22 5 7 Overdue Visit
pending 99 99007 23 5 7 Overdue Visit
2(4%)
99 99007 30 7 7 Overdue Visit
« »
Subject Summary = options  +
Search by subject -
Subject § Latest Visit 3 Next Visit § Days Overdue 3 Outstanding Queries §
i2 99001 1997-07-06 done (s ] Cl
12 99006 unknown ? 0 o o ]
i2 99007 1997-04-25 1997-05-25 10354 o 4 @
i2 99008 2018-09-27 2018-10-27 2529 o o @
i2 99009 unknown 2 0 0 o Ll
i2 99010 unknown ? 0 o o @

Adding, reviewing and downloading subject documents

1. From the sidebar, select @Subjects > 99008 > 1: Baseline > 21: Lab Results. Click B > Manage documents to open the Manage documents window.
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« 5 ¢ = /plates/21

Manage Documents

No documents.

Attach Document The maximum size of each document is 25MB. Upload

Choose Files |No file chosen

2. Click [Choose Files|, select the previously saved labreport99008_module17.pdf (Refer to Step 2). Click > |Upload| to upload the document.

v 4 DFweb x 4+

« 5 ¢ = 1/plates/21

Manage Documents
labreport93008_modulel7.pdf

Attach Document The maximum size of each document is 25MB. -
ploa

Choose Files |No file chosen

3. Click ¥ to view the newly uploaded document.
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4. The document can be zoomed in/out by using the navigation buttons within the document window.

v & DFweb

€ - C =

labreport99008_modulelZ.pdf

= efi32dc4-f643-467...

/plates/21

Manage Documents

17

University Wedical Canter,
73 Univorsity Way, Gity, ST

of Pathor
5

Report Datertima:
Az 27-Ser20E | 720

e

T Collection DateTime: 2710072018 [ 0930

Winote biood

Received DaterTime: 2710072018 ] 10.10

Compiete

Rovarmal [Fig [ Ui

[Comalets Biood Count
iits Blogd Gell (VEC)
Re

T8

 Blood Cell RBC)

Homalocrt (HCT)
Niean Call Volume (VCV)
[IMean Goll Hernogiobin (MG

Nean Gell Hermogiobin (MGH]

Nean Cail Hb Con (WCHCT

Attach Document The maximum size of each document is 25MB.

Choose Files [No file chosen

labreport99008_modulel7.pdf

= efi32dc4-f643-467...

1/plates/21

Uplocid

Manage Documents

Unive

dical Center, Dept. of Pathology

123 University Way, City, ST 12345

Doe, Fawn, N |

Patient ID:

99008-Baseline |

Ordering Dr.:

Smith, Alice MD

SPEC #:

223456 [ Collection D

| Received Dz

SPECIMEN:

Whole blood

Attach Document The maximum size of each document is 25MB.

Choose Files o file chosen

3

Upload

5. Click to close the Manage Documents window. Notice the B icon has now changed to g indicating the data record now has associated documents.
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o x
<« c = t5/99008visits/1/plates/21 * @
l: dfdiscover Acceptance Test Study site_monitor (site_monitor) ~ §

2 subject 89008 Study 254 | site 99 |

oo
o

= 0:screening visits Bd 21: Lab Results

Im 1 Baseline

S5 * Patient Number
Im 2form2
23 Im 3:fom3 * Patient Initials
[m 4rorma4,prg
Collection Date
& Im 25:1ab Results
White Blood Cell
i
Red Blood Cell
Hemoglobin

Mean Cell Hemoglobin
Conc

+ Add New Visit

6. Click ! > [Logout]to exit DFweb.

explore.didiscovercom @

29008

DFN

27-SEP-2018 i
Kfmel ® ABNORMAL () NORMAL [ Clinically significant
M/meL [ Clinically significant
gldl [ Clinically significant

Q

gldL ~

() ABNORMAL (@) NORMAL [ Clinically significant

Add an Electronic Signature (eSign) to a set of completed subject records

eSignature plate.

NOTE: eSignatures require password permission to be set in the user role at the DFadmin level. The Password permission must be granted for the specific

1. In the DFweb login dialog, enter site_invest in the Username field and the previously assigned password in the Password field. Click to login.

2. As user site_invest has 2FA enabled, enter security code received by email as previously defined.

[ NOTE: Refer to Creating user accounts and assigning study permissions. as a valid email address is required for site_invest to receive 2FA codes. J

3. From the Subjects list, click Subject 99011 > 30: Study Termination > 7: Form 7.

4. Click Patient Initials enter SIG, Set:

o Final Visit Date = 03/06/22

o 1. Did the patient complete the entire 16 week study? = No

o Check (enable) Moved away

o 2. Last does of study medication was taken on = Check (enable) Unknown

Click to save and eSign the Study Termination form.
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This page is eligible for signing

By entering your username and password, you are executing your electronic
signature, which is the legally binding equivalent of your handwritten signature.
Your electronic signature on this form indicates that you confirm that the
information provided is accurate and true, according to site operating
procedures and Good Clinical Practice (GCP) guidelines.

Enter password:

Username [

Password ‘

Bl o~ oo

5. In the dfpassword confirmation dialog enter the user name site_invest and the corresponding password. Click to apply the electronic signature to the current
page.

6. In the DFexplore - eSignature Reason dialog select Approved from the dropdown, click [OK].

v 4 DFweb X+ - o X
€« > C % i t: 1, 7 & % [a]
" site_investigator (site_invest) H
4 dfdiscover Acceptance Test Study exloredidiscovercom
12 subject 85011 Study 254 | Site99 / Subject901l / 30:Study Termination | 7: Study Termination
a0
B oo - o7
Patient Patient Final Visit -
= 30: Study Termination Number 9901 initiats 5'C Date - 03/06/22
& F L day  month  year
(D) STUDY TERMINATION

& + Add New Visit
& 1. Did the patient complete the entire 16 weef study?

O Yes

8

® No — Why? O Intolerable sice effects

Lack of blood pressuire response

2N
oo

Unwilling to return for follow-up visils

[<]

Moved away

)

Non-compliant with study medication

[miu]

Other, speciy:

2. Last dose of study medicaiton was taken on dd/mmlyy or Unknown

day  month  year

3. I have reviewed all data recorded on the study case report form (CRF), and certify that it is accurate and complete.

Investigator’s Signature  S1'°~nvestigator . Date 29/09/%8
day  month  year
A e 091209

7. Examine the 4 eSignature fields at the bottom of the page.

8. Click ! > [Logout] to exit DFweb.
Verify removal and Re-application of eSignatures

1. In the DFweb login dialog, enter site_monitor in the Username field and the previously assigned password in the Password field. Click to login.
2. From the Subjects list, click Subject 99011 > 30: Study Termination > 7: Form 7.

3. Click 2. Last dose of study medication was taken on field. Click (@) to open the Add Query dialog. In the dialog, set:
o Category = Monitor
o Enter Investigator to confirm last dose taken with subject during clinic visit. in the Note field.

> Click [Apply) > [CToss).

4. Press to advance to the Unknown field. Un-check (disable) the checkbox. Click .
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v oRees

<« c (=

l: dfdiscover

§& subject 99011

88
5
I
Bl o
§m 30: Study Termination
jm 7:Form7
n
I: Ad 3 P
+ Add New Visit
»
5. Click @ >

6. In the DFweb login dialog, enter site_invest in the Username field and the previously assigned password in the Password field. Click

study 254 | site 09 |

[y 7: Form 7

site_monitor (site_monitor)
explore.didiscover.com

BERRRRRNILLITT I NN
DataF ax #254 Plate #007

Patient
e ‘=90m

Patient
Initials  5'©
ML

STUDY TERMINATION

1. Did the patient complete the entire 16 week study?

) Yes

® N0 — why? U

Q000

2. Last dose of study medicaiton was taken on |9%/MM/yy

Intolerable side effects

Lack of blood presstre response
Unwilling to return for follow-up visits
Moved away

Non-compliant with study medication

Other, speciry:

day  month  year

30

Final Visit
Bate 03/08/22
day  month

or [ unknown

year

3. I have reviewed all data recorded on the study case report form (CRF), and certify that it is accurate and complete.

Investigator’s Signature

7. From the sidebar, Click [FTasks.

v 4 DFweb x 4+
< o (=
l:dfdiscover

o

88 Dashboard Tasks

&5 Subjects
B Tasks

@ Queries
i Reports

ePRO

«

8. Locate the eSignatures - Study Termination - eSignatures task. Click

DFdiscover 5.10.0

blank v

Acceptance Test Study

eSignatures - Study Termination - eSignatures

dd/mm/yy
day  month

Date

hhimmiss

This task is to be used for applying eSignatures to Study Termination forms.

5 records match the search ctiteria

Screening Data Entry - Level 1 EDC entry of Blood Pressure Screening visits

Screening Data Review - Review of all patient screening data

year

site_investigator (site_invest)
explore.didiscover.com

Acceptance Test Manual
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v oRees x

<« c =

4 dfdiscover

> | & subject 93001

80
08+ esignatures - Study Termination - esign...
22 site 99 - Hospital #99

12 99001
@) W 30: study Termination
&4

IM 7:Form7

) 12 99002

1& 99003
o
) 12 99004

1 9901

Task: 0 of § complete
»

Close x View Tasks

Acceptance Test Study
study 254 | site 99 |

[y 7: Form 7

site_investigator (site_invest)
explore.didiscover.com

ERRRRENL LTI HNn
DataF ax #254 Plate #007
Rimpar 95001 T
F

ML
STUDY TERMINATION
1. Did the patient complete the entire 16 week study?

Yes

D Ne — Why? U Intolerable side effects

() Lack of blood pressure response

O Unwilling to return for follow-up visits
O Moved away

' Non-compliant with study medication

O Other, speify:

2. Last dose of study medicaiton was taken on  08/07/97
de

By month  year

30

Final Visit
Bate 06/07/97
day  month

or [ unknown

year

3. I have reviewed all data recorded on the study case report form (CRF), and certify that it is accurate and complete.

Investigator’s Signature  °11d!

blank v

07/07/97
day  month
1115:20

Date

9. From the Subjects list, click Subject 99011 > 30: Study Termination > 7: Form 7.

year

oo 1

10. Click the 2. Last dose of study medication was taken on field. Click B then * . Select Resolved from the Status drop-down list. Enter Confirmed date of last

medication dose verbally with subject during clinic visit. in the Note field. Click [A|

[Apply] > [Close}

v 4 DFwed x4

< ¢ =

4 drdiscover

> & subject 9901

oo
==}

v esignatures - Study Termination - eSign...

B2 site 99 - Hospital #99

2

1& 9s001
& 2 99002

12 99003
=)} 12 99004

ad 99011
-
il 4B 30: Study Termination

oMl 7: Form7
Task: 0 of § complete
»

Close % View Tasks

t5/99011 72

Acceptance Test Study

Study 254 | Site 99 |

- o
oI - S )

site_investigator (site_invest)
explore.didiscover.com

K3 7: Form 7
ARRRRRRl i rrrmnn =
DataF ax #254 Plate #007
Ratient 8801 hatient SIG Final Misit 03/06/22
FoMoL day  month  year
STUDY TERMINATION

1. Did the patient complete the entire 16 week study?

D Yes

® Mo — why? O Intolerable side effects
O Lack of blood pressure response
O unwilling to return for follow-up visits
Moved away
' Non-compliant with study medication

O Other, specify:

2. Last dose of study medicaiton was taken on Bet/mm]yy
y

day  month  year

iy

O unknown

3. I have reviewed all data recorded on the study case report form (CRF), and certify that it is accurate and complete.

Investigator’s Signature

blank v

dd/mm/yy
day  month

Date

hhimmiss

11. Enter the 2. Last dose of study medication was taken on date as 02/06/22. Click .

year

x

=

12. In the dfpassword confirmation dialog enter the user name site_invest and the corresponding password used for login in Add an Electronic Signature (eSign) to a set
of completed subject records.. Click to apply the electronic signature to the current page.

13. In the DFexplore - eSignature Reason dialog select Reviewed from the dropdown, click .
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4 dfdiscover

> |2 subject 83011
80
05+ esignatures - Study Termination -
22 site 99 - Hospital #99
=
1a eg001
7 +1& 99002
&4
12 98003
& .18 ss004
‘i 99011
ot
e “IW 30: Study Termination
| orm 7
@
&
Task: 10f 5 complete
» Close x View Tasks

Acceptance Test Study

Study 254 | Site 99 | Sublect 89011 | 30:Study Termination | 7: Study Termination

esign.. &Y 7:Form7

RERRRRRNILLITT I NN
DataF ax #254 Plate #007

30
Patient Patient Final Visit
Nomber 9901 Initials S1© Bate T 03/08/22
L day  month  year
STUDY TERMINATION

1. Did the patient complete the entire 16 week study?
O ves
® No — Why? O Intolerable side effects
Lack of blood pressure response

Unwilling to return for follow-up visits

Q00

Moved away

Non-compliant with study medication

o0

Other, speciry:

2. Last dosa of study medicalton was taken on |02/08/22 or O unknown

day  month  year

3. I have reviewed all data recorded on the study case report form (CRF), and certify that it is accurate and complete.

Investigator's Signature  SIte-mvestigator . pae 29003/25
day  month  year
[EEeEs] 4 001814

14. Examine the 4 eSignature fields at the bottom of the page.

15. Click

16. Click B > [View Page History|to open the Page History window. The Page History is displayed, Click

~ 4 DFweb x  +

to close Tasks view. In the resulting warning dialog click

Page History

Field: DataFax Sequence Number

2025-09-29 09:12:09 site_invest entered data '30"

Field: Patient Number

2025-09-29 09:12:09 site_invest entered data "93011

Field: Patient Initials

2025-09-29 09:12:09 site_invest entered data "SIG™

Field: Final Visit Date

2025-09-29 09:12:09 site_invest entered date "03/06/22"

Field: 1. Did patient complete entire study?

2025-09-29 09:12:09 site_invest entered data "No"

Field: 1. Why? Moved away

2025-09-29 09:12:09 site_invest entered data "Checked"

Field: 2. Last dose of study medication: Date

2025-09-29 091814 site_invest entered data "02/06/22"
site_invest resolved Monitor” query as corrected

site_invest modified "Monitor” query with Note
“Confirmed date of last medication dose verbally
with subject during clinic visit.”

2025-09-29 09:14:04 site_monitor created "Monitor” query with Note
“Investigator to confirm last dose taken with
subject during clinic visit’, Type "Correction’, Use
“External”

Fiald: 9 1 act doca of shidv mad: lnknown

Times shown in UTC-04:00

17. Click ﬂ, enable (toggle on) Grouped View.

DFdiscover 5.10.0
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site_investigator (site_invest) ¢
explore.didiscovercom  ®

to close the window.
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+

€ > C % dfwebdfdiscover.com/reports

B8 pashboard

(5 subjects

B Tasks

@ Queries

il Reports

Reports

study Tracking

> Subject and CRF Status Overview

> Query and Data Entry Metrics

> Query Overview

site Tracking

> Enroliment by site
> Visits by site

» CRFs by Site

> Queries by Site

> Site Subject Status

subject Tracking

> History of Changes

» Subject Alias Map

> History of Subject Alias

Acceptance Test Study

= @
* @

site_investigator (site_invest)
explore dfdiscover com

Grouped view 0 |Q Search

18. Select History of Changes under the Subject Tracking reports list.

v 4 DFweb

History of Changes

Filters @

— Sub Filter
‘ Fields

x

+

Username

Subject

Visits

Plates

Fields

Levels

Status

19. Enter 99011 in the Subiject field, click Date Range in the resulting dialog select the current date and click

dfweb.dfdiscover.com/reports

History of Changes
‘Acceptance Test Study

searchby Date and Time ~

Date and Time %

2014-11-12 14:0110

2014-T1-1214:0110

2014-T1-1214:0110

2014-T1-1214:0110

2014-11-12 14:0110

2014-T1-1214:0110
2014-T1-1214:0110
2014-T1-1214:0110

2014-11-12 14:0110

2014-T1-1214:0110
2014-T1-1214:0110
2014-T1-1214:0110
2014-T1-1214:0110
2014-T1-1214:0110

UserName

datafax

datafax

datafax

datafex

datafax

datafax
datafax

datafax
datafax

datafax
datafax
datafax
datafax

datafax

Type 3
new data
new data
new data
new data

new data

new data
new data

new data
new data

new data
new data
new data
new data

new data

display the requested data. Click X to close the report.

DFdiscover 5.10.0

Subject

99001

99001

99001

99001

99001

99001
99001
99001

99001

99001
99001
99001
99001
99001

2025-08-29 at 08:2108 (UTC-0400)

= Options

Visit $ | Plate $ | DataField $  DataField Description 3

DFdiscover Record Status

DFdiscover Validation Level

DFdiscover Image Name

DFdiscover Study Number

DFdiscover Plate Number

Subject D
Visit Number
Visit Date

Any concomitant
medications?

cM#
Any medical history?
MH #

Any adverse events?

AE#

Acceptance Test Manual
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v oRees x

< C 2% dfwebdfdiscover.com/reports

History of Changes

Filters @

— Sub Filter

elds

Date Range

&) History of Changes
‘Acceptance Test Study

searchby Date and Time ~

DateandTime 5 UserName 3

Type %  Subject % | Visit & Plate &

[(wsermame

Visits
Plates
Fields

Levels

‘ 2025-09-29 09:12:09

2025-09-29 09:12:09

2025-09-29 09:12:09

2025-09-29 08:12:09

2025-09-29 09:12:09

2025-09-29 09:12:09

2025-09-29 09:12:09
2025-09-29 09:12:09
2025-09-29 09:12:09

2025-09-29 08:12:09

2025-09-29 09:12:09

2025-09-29 09:12:09

“

site_invest

site_invest

site_invest

site_invest

site_invest

site_invest

site_invest
site_invest

site_invest

site_invest

site_invest

site_invest

new data

new data

new data

new data

new data

new data

new data
new data

new data

new data

new data

new data

9901

9901

9901

9g0m

9g0m

990m

9901
9901
9901

9g0m

20. Click i > [Logout] to exit DFweb.

2025-08-28 at 082223 (UTC-0400)

= Options

Data Field % Data Field Description %

DFdiscover Record Status

DFdiscover Validation Level

DFdiscover Image Name

DFdiscover Study Number

DFdiscover Plate Number

DataFax Sequence Number

Patient Number
Patient Initials
Final Visit Date

1.Did patient complete
entire study?

1.Why? Intolerable side
effects

1. Why? Lack of blood
pressure response

Verify DFweb saves eSignature task data to the specified save level

1. Start DFexplore, login as data_manager and choose 254 Acceptance Test Study as described in “How to start DFexplore”

2. Select View

@ DFexplore [data_manager@explore dfdiscover.com] Acceptance Test Study - List

. Click 007 - Study Termination. Confirm DFVALID displays as "4" for subject 99011.

Fle Edt Vew Select Show Page Feld Wndow Hebp

Plates & Metadata ]| Modules | Custom DFSTATUS DFVALD  DFRASTER  DFSTUDY DFPLATE TERMVISITNUM SUBJD PINIT VISDAT EXTRTCMP EXTRTNO1 EXTRTNO2 EXTRTI
[99011,30,7] - 5 of 5 i 1 1 0915/000T009 254 7 20 90001 ABC 06/07/97 2 0 0 0
001 - Blood Pressure Screenng Vists lz 1 1449/000B011 254 7 20 90002 JAM  07/05/97 2 0 0
002 - Patient Entry Form I3 1 1 1450R0001001 254 7 Ell 99003 XYz 08/01/97 1 0 0 0

003 - Medical History 4 1 1 0915/000V009 254 7 30 99004 TRB  06/10/97 2 0 0 0

004 - Current Medicatons Is5 1 [ J22evo0tm001 254 7 El o9011 SIG  03/06/22 1 0 0 0

005 - Monthly Folow-up Form
006 - Patient Evaluation Report

008 - Medication Log

009 - Adverse Event Report
010 - Death Repoart:

011 - Weekly Patient Dary
020 - Date Log

021 - Lab Results

metadata - Query Reports
metadata - Reasons
metadata - Queries
metadata - Missed

Termination

3. Select File

End Module 17. DFweb Data Entry

<

to close DFexplore.

« Return to the DFATK application. Click to confirm successful completion of Module 17. DFweb.

Module 18. DFcollect Mobile Data Collection

NOTE: Optional Module. The DFcollect Mobile Entry module requires the DFWS feature (web services API). If your DFdiscover server is not licensed for this
feature, do not complete this module.
DFcollect is compatible with the following mobile device operating systems:

- i0S®
- Android

DFdiscover 5.10.0
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Tests & Requirements

1. Installation and App preferences.

2. Resetting a user login password.

3. Online data record creation.

4. Download subject data for offline use.

. Create data records in offline mode, query resolution and adding reasons for data values.
. Sync data collected offline to your DFdiscover server.

. Clearing DFcollect cache.

o N o O

. Adding, reviewing and downloading subject documents.
9. Confirming data sent to the server using DFexplore.
10. Add an Electronic Signature (eSign) to a set of completed subject records.
11. Verify removal and Re-applicaton of eSignatures.
12. Verify DFcollect saves eSignature task data to the specified level.

Estimate of Time Required: 35 Minutes

Begin Module 18. DFcollect Mobile Data Collection {begin-dfcollect-mobile-data-collection}

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click [18. DFcollect Mobile Data Collection] followed by [Begin] to begin this module.

Installation, App preferences

1. Download and install DFcollect from Google Play™ or Apple® App Store® to your mobile device or tablet, or use the link provided by your administrator.
2. Open DFcollect.

P, )
4" dfdiscover 2025

DFcollect version

v

b [Je ©

—
3. Click i > [Preferences]. Set:

System Setting
o API Server = your API servername

o Offline Only = Disabled (greyed out)

Click to apply settings.
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https://play.google.com
https://www.apple.com/ios/app-store/

=X

Preferences
User Settings (Enabled After Login)

Exit After * minutes of inactivity
Read Only
Download Documents

Use Subject Alias

CRF Language
System Settings

AP Server

diws.didiscover.com

Offline Only o |

Language English

Privacy Policy

4. Click ¢ > [About DFcollect] Confirm that the version information in the about dialog matches the installed DFcollect Version 5.10.0. Click to return to the
DFcollect login screen.

About DFcollect

4' dfdiscover

DFcollect Version 5.10.0
Build: Oct 13 2025
® DF/Net Research, Inc.

For more information, visit our website:
v dfnetre m

OFcallect pasted from your cipboard

Resetting a user login password
1. Click ? > [Preferences).

2. In the Forgot Password dialog, enter the DFdiscover Server name that has been provided by your administrator, enter site_monitor in the Username field and enter
the email address associated with the site_monitor account and click . A confirmation message appears: A password reset link has been sent to your email
account.
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A password reset link is sent to your account email

P, :
4" dfdiscover 2025

DRcollect ersion 10,0

9 explore.dfdiscover.com v
[ ]
=
2 @

& Login With Microsoft

et

Welcome to explore.df

3. Open the password reset email from your DFdiscover server and click the provided link to reset the site_monitor password.

4. Enter and confirm a new password, then click |Update|

X+

- o x

~ @ SetPassword
SUVJLE7OLOstOkvOzZ60pzixJjc/Nz8ssyS-+qMTIwMjWwNLIONDEWMTQAAPZaE d = &itkn=edNxwcBUU6XHr.

® hitp dfdiscoverc

< c

‘: dfdiscover

Change Password

Password changed successfully

2025 DE/Mat Ressaren, ns. Al Rights Reserved

5. A message confirming Password changed successfully. is displayed in your browser, and a notification email is sent to the address associated with the site_monitor

account.

Online data record creation
1. Retrun to DFcollect. In the DFcollect login dialog, enter the name for DFdiscover Server that has been provided by your administrator. Enter site_monitor in the
Username field and the previously assigned password in the Password field. Click to login.
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P, :
4" dfdiscover 2025

DRcollect Version 10,0

9 explore.dfdiscover.com b, &

. site_monitor

& eeccccee @

i

= (B Error code: INSTALL_FAILED_ NO_ MATCHL.

. —
2. From the list of available studies, click 254 Acceptance Test Study, if not already opened.

3. Click 99: Hospital #99 to display a list of available subjects.

£ Site 99 : Hospital #99

§2 99007 : (Incomplete) ©®

99002 : (Pending) ()]
|8, 99003 : (Final) [©)
|8 99004 : (Final) O]
18 99006 : (Final) .;‘
§& 99007 (Incomplete) ®
18 99008 : (Final) ®
12 99009 : (Incomplete) ‘f,ji,‘y:‘
12 99070: (Final) @

99071 : (New)

99072 (New)

4. Click ¢ > [Study Help] to view any study related help messages. Click to close the [Study Help| window.
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Study Help

Welcome to the Acceptance Test Study.

For assistance please contact 1-XXX-XXX-XXXX.

5. Click 210 open Dashboard view.

e 99 / Dashboard

‘ -
F—— B0

Subject Status Overview: 9 subjects

CRF Status Overview: 55 pages

\

Queries by Status

Outstanding Queries by Type

o

6. Click View Outstanding Queries located underOutstanding Queries by Type to view all outstanding queries.
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DFcollect - Queries: 99 Hospital #99 @

[© e s V|
1 99001 30 6 Missing Page Missing Page Outstanding

! %007 21 5 1 Month Follow-up Qverdue Visit Outstanding

! 9007 2 5 2 Month Follow-up Overdue Visit Outstanding

! 99007 23 5 3 Month Follow-up ‘Overdue Visit Outstanding

! 9007 0 7 Study Termination Qverdue Visit Outstanding

! 99009 0 1 Age (years) Inconsistent Outstanding

! 99009 0 1 Race Missing Outstanding

! 9009 1 2 Pulse (beats/min) llegal Outstanding

|

7. Click to return to the subject listing.

8. Click B3 to search for a subject ID number, enter 99010. Click , subject 99010 : (Final) gains the focus.

¢ 99010

2 99001 :

99002 :

12 99003 :

18 99004 :

1 99006 :

2, 99007 :

1& 99008 :

i 99009 :

1& 99010

9. Click subject 99010 : (Final) to view the list of study visits.

Q®

(Incomplete)

(Pending)

(Final)

(Final)

(Final)

(Incomplete)

(Final)

(Incomplete)

(Final)

DFdiscover 5.10.0

©®

@
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X

& site 99 / Subject 99010

W 0: Screening Visits

Im 1: Baseline

21: 1 Month Follow-up

22: 2 Month Follow-up

23: 3 Month Follow-up

24: 4 Month Follow-up

30: Study Termination

40: Death Report

201: Diary Week 01

1@ 51: Medication Log Page 1

1011: Adverse Event 1 Page 1

10. Click 1: Baseline > 2: Form 2. Plate Form 2 becomes the active page.

Study 254/ Site 99/ Subject 99010/ 1 : Baseline / 2 Form 2

*Patient Number €
99010

“Patient Initials ©

Entry Date @

*Medication Code # €

“Date of Birth (dd/mm/yy) @

“Weight (kg) @

“Weight (Ibs)

Height (cm) @

Height (inches)

s

11. Click Patient Initials. The initials automatically populate this field as a result of the edit check Setlnitdescribed in Module 8. Image Data Entry. Set:

o Entry Date = Click , select 14/11/18.

o Medication Code # = 2524

o Date of Birth = Click £, select 11/05/1969.

click E3.

DFdiscover 5.10.0

QW
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Study 254 / Site 99/ Subject 99010/ 1 : Baseline / 2 Form 2

*Patient Number
99010 Q
“Patient Initials ©
- M - B
Entry Date @
141108 Q R M
“Medication Code # &)
2524 Q R M
*Date of Birth (dd/mm/yy) @ =
105769 Q R M ©)]
*Weight (kg) @

7 Q R
*“Weight (Ibs) @

s Q R
Height (cm) @

om Q R M
Height (inches) @

" Q R M

[

£ 5:Form 5,1 Month

Study 254 / Site 99 / Subject 99009 / 21 : 1 Month Follow-up / 5 : Form 5,1 Month

*Follow-up Month @

®  1Month
Q
O 2Month
O 3Month
O 4Month
“Patient Number ©
9009 Q

e F

*Patient Initials @

Visit Date &
Q R M
“Blood Pressure: Reading 1 systolic @
oty Q R
*Blood Pressure: Reading 1 diastolic £
mmtiy Q R

*Blood Pressure: Reading 2 systolic @

13. Click Patient Initials. The initials automatically populate this field as a result of the edit check Setlnitdescribed in Module 8. Image Data Entry. Set:

o Visit Date = Click £, select 14/11/18.
Click £,
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G &

& 5:Form 5,1 Month

Study 254 / Site 99 / Subject 99009 / 21 : 1 Month Follow-up / § : Form 5,1 Month

*Follow-up Month @

®  1Month
Q
O 2Month
O 3momn
O 4momn
*Patient Number ()
99000 Q

“Patient Initials @
@

Visit Date @

18118 qQ R M

“Blood Pressure: Reading 1 systolic @

by Q R

*Blood Pressure: Reading 1 diastolic @

*Blood Pressure: Reading 2 systolic @

14. Click Bl > K4 > 99010 : (Incomplete) 51: Medication Log Page 1 > 8: Form 8, Pg 51.

[

& 8:Form 8, Pg 51

Study 254 / Site 99 / Subject 99010/ 51 : Medication Log Page 1/ 8 Form 8, Pg 51

*DataFax Sequence Number &
51

*Patient Number €
99010 Q

*Patient Initials @

ARX

“Medication Log Page Number €

! Q R M

Total Number of Med Log Pages @

1

1.Drug Name &

« @

1. Type of Change @

New Dose
®  Newbng
O swopoug

D) RestartDrug

15. Enter Pred in the 2. Drug Name text field, select the Type of Change field. Upon leaving the field, an edit check is executed and DFlookup: drugs dialog appears.
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DFcollect - DFfookup: drugs

(@ Mateh ANY terms

O Mateh ALLterms: O Exactly mateh the tem

Lookup Field

Matchrows 1892

e -

‘sleeping pills (orc) sleeping pills (orc)

abalal abalal

accolate accolate

‘accupril accupril

‘ace medication ace medication

ace meds

acemeds

16. Enter prednisone in the Search Terms, Check Match ANY terms. Click to filter results.

DFcollect - DFlookup: drugs

L] [pvedmsone x ] SEARCH

(@ Mateh ANY terms

O Mateh ALLterms: O Exactly mateh the tem

17. Locate the entry for prednisone in the results table. Double-click the entry to auto-populate the field. The 2. Drug Name field is auto-populated with prednisone, the
field contains a Reason for Data Value and Type of Change field gains focus.
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G &

& 8:Form 8,Pg 51

‘Study 254 / Site 99/ Subject 99010/ 51 : Medication Log Page 1/ 8: Form 8, Pg 51

v K w
®  NewbDng
O  swopbug
O Restartbrg
1. Date of Change &
151118 Q R ™M
1. Current Total Dose Per Day (mg) @
= Q@ R M
=
1. Reason for Change €

2. Drug Name @
predrisone a n M

2. Type of Change @

New Dose

New Drug

StopDrug

O 0 O O

Restart Drug

18. Beginning with the Type of Change field complete the remaining data fields as follows:
o Type of Change = Select New Drug
o Date of Change = Select 22/11/18
o Current Total Dose Per Day = 250

click E3.

G &

£ 8:Form8,Pg 51

Study 254 / Site 99/ Subject 99010 / 51 : Medication Log Page 1/ 8 Form 8, Pg 51

po— o @

2. Type of Change €
©  Newbose
Q R M
@®  Newbug
O  stopbug
(O RestartDrug
=
2. Date of Change @ .
2mne Q R M @
2. Current Total Dose Per Day (mg) &
250 Q R M
2. Reason for Change €
Q R M
3. Drug Name §)
Q R M

3. Type of Change @

Download subject data for offline use

1. Click | > [Storage & Syncing|.

DFdiscover 5.10.0 Acceptance Test Manual Page 269 of 332



=X

& Study 254 : Acceptance Test Study

» [[] 99:Hospital #99

2. Click * to show the subject listing for 99: Hospital #99.

0O 8

£ Study 254 : Acceptance Test Study

w  [[]99Hospital #39
[ 99001: 0 visits
O«

99003: 0 visits

99007: 0 visits

99009: 0 visits

o o o o o o o

3. Check (enable) subjects 99008: 0 visits, 99009: 0 visits and 99010: 0 visits.
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& Study 254 : Acceptance Test Study

w [ 99Hospial #99

[ 99001: 0 visits

4. Click K2 to download the subjects. After completion, click to dismiss the Download Progress: Data window. Upon successful download there is an @ icon
showing the date and time the download was performed.

0O 8

£ Study 254 : Acceptance Test Study

w [ 99Hospital #99 [ ]

[ 99001: 0 visits

30721 120020

B [J90009 3vishs

23021 130022

p [Js0010:3visits

Wm0 a0

e —
5. Click ¢ >[Cogouf to logout of DFcollect.

Create data records in offline mode, query resolution and adding reasons for data values

1. Click { > Preferences > Offline Only toggle button to enable Offline Only mode (becomes green). Click [Close].
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Privacy Pol

Preferences
User Settings (Enabled After Login)

Exit After minutes of inactivity
Read Only

Download Documents

Use Subject Alias

CRF Language

System Settings

AP| Server diwsldidiscovercom
Offline Only [ o
Language English

2. In the DFcollect login dialog, enter the name for DFdiscover Server that has been provided by your administrator. Enter site_monitor in the Username field and the
previously assigned password in the Password field. Click to login.

Pr Poli
.. ]

3. Click 99: Hospital #99 > 99009 : (incomplete) > 21: 1 Month Follow-up > 5: Form 5, 1 Month. Set:

o

o

o

o

Click l. Click in the resulting Add Query dialog.

4 )
4 dfdiscover

9 explore.dfdiscover.com v

o Site_monitor

@ ceeveeee [C)

Blood Pressure: Reading 1: systolic = 142, diastolic = 097
Blood Pressure: Reading 2: systolic = 134, diastolic = 091

Blood Pressure: Arm = Right

DFdiscover 5.10.0

Weight (Ibs) = Click '™, select Missing Value from the Code drop-down list. Click [Apply].
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€ 5:Form 5, 1 Month

Study 254 / Site 99 / Subject 99009 / 21 : 1 Month Follow-up / 5 : Form 5, 1 Month

*Blood Pressure: Reading 1 systolic @

14z g

*Blood Pressure: Reading 1 diastolic @

097 mmHg

“Blood Pressure: Reading 2 systolic @

134 g

“Blood Pressure: Reading 2 diastolic

091 mmHg

Blood Pressure: Arm @
@®  Right

QO Leht

Weight (kg) @

g ™

Weight (Ibs) @

*Study Med: Did patient return study med? @
.

. Click Bl > 21: Lab Results.

& 21:Lab Results

Study 254 / Site 99 / Subject 99009 / 21 : 1 Month Follow-up / 21 - Lab Results

*Patient Number €
99009

*Patient Initials €

Collection Date

White Blood Cell &

() ABNORMAL
O NORMAL
[ cinically significant
Red Blood Cell @

MimeL

(O ABNORMAL

() NORMAL

[ clicaly signifcant

Hemoglobin )

5. Click Patient Initials. The initials automatically populate this field as a result of the edit check Setlnitdescribed in Module 8. Image Data Entry, Set:
o Collection Date = Click [, select 11-NOV-2018.

o White Blood Cell = 07.8, check (enable) NORMAL

o Red Blood Cell = 02.9 check (enable) NORMAL

o Hemoglobin = 06.5, check (enable) ABNORMAL

e F

o Mean Cell Hemoglobin Conc = 14.1, check (enable) NORMAL

DFdiscover 5.10.0
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[0

& 21:Lab Results

Study 254 / Site 99 / Subject 99009 / 21 : 1 Month Follow-up / 21 : Lab Results

O ctmicaty sgnicant QR

Red Blood Cell @

029 met Q R
) ABNORMAL Q R
®  NoRMAL

[ ciinically significant Q R

Hemoglobin €

085 v Q R
@  ABNORMAL Q R
O NoRMAL

[ cinically significant Q R

Mean Cell Hemoglobin Conc @

141 waL Q R
() ABNORMAL Q R
@  NORMAL

Q R

[ cicaly sgnicant

6. Click -, to the right of the Hemoglobin “/ABNORMAL/NORMAL]” field.

7. Click E next to Reason. The DFlookup: REASON dialog is displayed.

DFeollect - DFlookup: REASON

=

| s

@ Match anY tem

© Meh ALL terms © Exsctymatch thetem

Lookup Field

® room

o

Data entry error corrected.

Confirmed, this value is correct as entered
Data not available.

Othey, specify

8. Select the Result of Confirmed, this value is correct as entered., Click [OK], followed by [Apply] then Click . }

DFdiscover 5.10.0
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Xl

& 21:Lab Results

Study 254 / Site 99 / Subject 99009 / 21 : 1 Month Follow-up / 21 : Lab Results

O clnically signiicant
Red Blood Cell @

029

() ABNORMAL

@  NORMAL
[ ciinically significant

Hemoglobin €

065

®  ABNORMAL
NORMAL

[ cinically significant
Mean Cell Hemoglobin Conc @

141

(O ABNORMAL
®  NORMAL

[ ciiealy sgnicant

Q

R

M

QW

9. Return to the subject listing for 99: Hospital #99 by clicking &Sl > <]

£ Site 99 : Hospital #99

12 99007 : (Incomplete)

99002 : (Pending)

12 99003 : (Final)

| & 99004 : (Final)

18 99006 : (Final)

§& 99007 : (Incomplete)

1& 99008 : (Final)

1L 99009 : (Incomplete)

§& 99070 : (Incomplete)

99071 : (New)

99012 : (New)

Dashboard B3

140307 93025

40307 100433

240307 w2

10. Click > to view outstanding queries.

DFdiscover 5.10.0
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DFcollect - Queries: 99 Hospital #99 @

| (L) sublects :0 Total Rows : 8 v |
:\:,- Subject | Visit lhcurd‘ Field ’ Category | Status. ‘
T 99001 30 6 Missing Page Overdue Visit  Outstanding

! 99007 21 5 1 Month Follow-up Missing Page Outstanding

! 99007 22 5 2 Month Follow-up Missing Page Outstanding

! 99007 23 5 3Month Follow-up  Missing Page  Outstanding

! 99007 30 7 Study Termination Missing Page Outstanding

!l 99009 0 1 Age (years) Inconsistent Qutstanding

! 99009 0 1 Race Missing Outstanding

Il 99009 1 2 Pulse (beats/min) lilegal Outstanding

|

11. Locate and select the outstanding query for subject 99009 > Pulse(beats/min) field. Click . The Pulse(beats/min) field gains focus.

12. Click - next to the Pulse field. In the Reason field specify Value of 95 for pulse is confirmed.. Click [Apply]

Study 254 / Site 99 / Subject 99009 / 1: Visit 1/ 2 Form 2

“Pulse (beats/min) O
095

Smoking Status €

Never smoked
O Exsmoker
O smokes cigarettes

@  Smokes pipes/cigars

Exercise €

@ None,or<1 timeseek
) 1-2timesiweek
O 34 timesiveek

O »atimessweek

*Date of First Study Follow-up @

omns

eats/min

13. Click &4l to return to Query View. Confirm the outstanding query for 99009 > Pulse(beats/min) field is no longer present. Click [Close],

DFdiscover 5.10.0
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18 99001

99002

12 99003

12 99004

12 99006 :

& 99007

18 99008

18 99009

18 99010:

99011:

99012

14. Click 99008 : (Final) > 1: Baseline > 2: Form 2. In the Date of First Study Follow-up field click L, select 14/11/18.

Dashboard B3

(Incomplete)

: (Pending)

(Final)

(Final)

(Final)

(Incomplete)

(Final)

40307 93025

(Incomplete) *

Meca0 0ven

(Incomplete)

40207 mamas

(New)

(New)

Study 254 / Site 99 / Subject 99008 / 1 : Baseline / 2 Form 2

*Pulse (beats/min) &
088

Smoking Status @

@  Neversmoked
O Exemoker

‘Smaokes cigarettes

O smokes pipes/eigars

None. or < 1 time/week

-2 times/week

> 4 times/week

o]
O
@  34umesiwesk
o

*Date of First Study Follow-up @

g

beats/min

15. Click -, In the Reason field specify Subject has to reschedule due to conflict.. Click [Apply] > . }

DFdiscover 5.10.0

R M
R M
R M
R M

e F
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Study 254/ Site 99 / Subject 99008/ 1 : Baseline / 2 Form 2

“Puise (beats/min) @

088

bests/min

Smoking Status @

®  Neversmoked
O Exsmoker
Smokes cigarettes

(O Smokes pipes/cigars

Exercise ()

@  None,or <1 time/week
O 12 timesiweek
O 34timesiweek

O > 4times/week

*Date of First Study Follow-up @

118

16. Return to the subject listing for 99: Hospital #99 by clicking &3 > <] Re-open Query View by clicking

R M
R M
R M

QW

99007 30 7
7 99009 0 1
ll

7 99009 0 1

Missing Page

1 Month Follow-up

2 Month Follow-up

3 Month Follow-up

Study Termination

Age (years)

Race

Missing Page

Overdue Visit

Overdue Visit

Overdue Visit

Overdue Visit

Inconsistent

Missing

Outstanding

Outstanding

Outstanding

Outstanding

Outstanding

Outstanding

Outstanding

17. Locate and select the outstanding query for subject 99009 > Age (years). Click . The Age (years) field gains focus.
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Study 254/ Site 99 / Subject 99009/ 0: Visit 0/ 1: Form 1

“Age (years) @

P n Rl (m
Sex@

O make Q R| M
®  fomale

*Race @

- JOlE

african american

asian

other
Race Other, specify

Q R M
Screen 1 Date @
18/10/18 Q R M

*Screen 1: Reading 1 systolic €
mn bty Q R, M

Study 254 / Site 99 / Subject 99009 / 0 Visit 0/ 1: Form 1

*Age (years) @

& n Rl 'm
*Sex @

O male Q R M
® female

“Race @

- JOe

african american

asian

other

Race Other, specify &

Sereen 1 Date @
18/10/18 Q R M

*Screen 1: Reading 1 systolic €
n —y Q R M

19. Click Race. Select african american, the query box changes from outstanding to resolved. Click . }
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Study 254/ Site 99 / Subject 99009/ 0: Visit 0/ 1: Form 1

+Age (years) @

e n R M
‘Sex @

O mae Q R M
® fomale

*“Race @

®  african american

asian

other

Race Other, specify @

Q R M
Screen 1 Date @
18/10/18 Q R M
*Sereen 1: Reading 1 systolic
mn mmtiy Q R ™M

DFcollect - Queries: 99 Hospital #99 @

|.\'¢2 susjocts -0 S— v |
| subject | wvisit llnwnl‘ Field ’ Category | Status ‘
99001 30 6 Missing Page Overdue Visit Outstanding

99007 21 5 1 Month Follow-up Missing Page QOutstanding
99007 22 5 2 Month Follow-up ~ Missing Page  Outstanding
99007 23 5 3 Month Follow-up Missing Page Qutstanding

99007 30 7 Study Termination Missing Page Qutstanding

21. Click 99010 : (Incomplete) > 1: Baseline > 2: Form 2. Set:
o Weight (Ibs) = 267.0, click in the resulting dialog.
o Height (in) = 072.8
o Pulse = click "/, select Missing Value from the Code drop-down list.
o Smoking Status = Never smoked
o Date of First Study Follow-up = Click [, select 05/12/18.

Click .

NOTE: The Weight (kgs) and Height (cm) fields are auto-populated as a result of edit checks.
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Study 254 / Site 99/ Subject 99010/ 1 : Baseline / 2 Form 2

“Pulse (beats/min) &

bests/min

Smoking Status €

Never smoked

) Exsmoker

Smokes cigarettes

) Smokes pipes/cigars

Exercise @

o

o]

“Date of

05/12/18

None, or < 1 time/week

1-2 times/week

34 times/week

> & times/week

First Study Follow-up @

22. Click ¢ > [Cogout) to logout of DFcollect.

(© 0

Sync data collected offline to your DFdiscover server

1. Click i > Preferences > Offline Only toggle button to disable the Offline Only mode (becomes greyed out). Click .

50 6

Preferences
User Settings (Enabled After Login)

Exit After

Read Only

Download Documents )
Use Subject Alias (:
CRF Language

System Settings

AP| Server diws fdiscovercor
Offline Only
Language English

Privacy Policy

T

2. In the DFcollect login dialog, enter the name for DFdiscover Server that has been provided by your administrator. Enter site_monitor in the Username field and the
previously assigned password in the Password field. Click to login.
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P, :
4" dfdiscover 2025

DRcollect Version 10,0

9 explore.dfdiscover.com W
8 site_monitor
ﬂ 00000000 @

i

= [B) Error code: INSTALL_FAILED_NO_MATCHL.. =]

3. Upon logging into DFcollect, the * icon is displayed next to 99: Hospital #99 indicating there are cached changes in DFcollect that have not been saved to the

database.

X

£ Study 254 : Acceptance Test Study

99: Hospital #99 %* q}

e —
4. Click | >[Storage & Syncing].
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X

& Study 254 : Acceptance Test Study

99 Hospital #99 %
» O L]

5. Click » to expand list of subjects. Check (enable) subjects 99008: 2 Visits, 99009: 3 visits and 99010: 3 visits.

X

£ Study 254 : Acceptance Test Study

w  [] %9:Hospital #99 x L]

[ 99001: 0 visits

(mE

[ 99003: 0 visits

[ 99004 0 visits

[J s9007: 0 visits

» e

30721 120020

P[] 99009: 3 visits *

20021 184022

(v

Wm0 1200

6. Click 2 to upload the previously entered subject data. When the upload is complete, click to dismiss the Upload Progress window. The ® icon shows the date
and time of successful upload.

DFdiscover 5.10.0 Acceptance Test Manual Page 283 of 332



w0 &

& Study 254 : Acceptance Test Study

w [ 99Hospital #39 G

[J 99001: 0 visits

p Ooscos

20240307 103048

P [ 99009:3visits

20240307 193045

p soor0:3vists

20240307 103043

Clearing DFcollect cache

1. Check (enable) subjects 99008: 2 visits , 99009: 3 visits and 99010: 3 visits.

IEX]

& Study 254 : Acceptance Test Study

w [ 99Hospital #99 Q

[[] 99001: 0 visits

p [ 99008

20240007 03048

P (7 99009:3isits

20240307 103045

> [/] 99010: 3 visits

20240307 103043

2. Click & then [Apply| within the Delete Records from Storage dialog. The ® icon showing the date and time are cleared.
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& Study 254 : Acceptance Test Study

» [] s9:Hospital #93

<. -
Adding, reviewing and downloading subject documents

1. Click K3 > 99008 : (Final) > 1: Baseline > 21: Lab Results.

< 21:Lab Results

Study 254 / Site 99 / Subject 99008 / 1 : Baseline / 21 : Lab Results

*Patient Number €

59008 Q

*Patient Initials €

@
Collection Date

27.5EP-2018 Q R M

White Blood Cell

e Kimel Q R M
=
@®  ABNORMAL Q R ™M
O NORMAL @
[ ciicaly significant Q R| M
Red Blood Cell @
o et Q R| M
() ABNORMAL Q R M
@®  NORMAL

[ clicaly signifcant

Hemoglobin )

2. Click 3 1o view the attached documents.
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Anachod documat 118841000000 @

() secontuy 1040038001 o manasen [T —

University Medical Center, Dept. of Pathology Report Da

123 University Way, City, ST 12345 [ 27-SEP-201
: [Doe, Fawn. N___ | AgelSex: | 68/M DOB:
Patient ID: | 99008-Baseline Status:
Ordering Dr.: | Smith, Alice MD Physician Copy |
SPEC#. | 223456 Collection Date/Time: | 27/08/2011
Received Date/Time: 2770872011

SPECIMEN: | Whole blood
ORDERED: | Complete Blood Count and White Blood Cell Differential
QUERIES: |

Test - Normal | Abnormal | Flag | Units

Complete Blood Count
White Biood Cell (WBC) 88 KimeL

Red Blood Cell (RBC) ar | L[ MimcL
Hemoglobin (HB/Hgb) 185 L [ gidl
Hematocrit (HCT) 195 [ L™ %
Wean Cell Volume (MCV) 1006 | W [
"Mean Cell Hemoglobin (MCH) | 402 | T H lpg
Wiean Cell Hb Conc (MCHC) 333 ] [ _[gdl
Red Cell Dist Width (RDW) | 160 [ H %
Platelet count | 180_| | [KimeL
Mean Platelet Volume 79 [
WBC Differential
Neutrophil (Neut) 5 | %
Lymphocyte (Lymph} 36 T %
Monocyte (Mono) 8 %
Eosinophil (Eos) 5
Basophil (Baso) 1
Neutrophi, Absolite 35 [ KimeL
Lymphocyte, Absolute 25 | | [KimeL

[ Monocyte, Absolute 06 Kimel
Eosinophil, Absolute 04| [ KimeL
Basophil, Absolute 01 KimeL

Flag Key: L = Abnormal Low, H = Abnormal High, ** = critical value

Cnmmant ** Hoh of f & and Het of 1 & ranarted in Dr & Smith a1 1390 on %

3. Click > [Cogout
Confirming data sent to the server using DFexplore

1. Start DFexplore, login as data_manager and choose 254 Acceptance Test Study as described in “How rt DFexplore”

2. Select Site 99: Hospital #99 > subject 99009 > 0: Screening Visits > 1: Form 1. Verify and review the data uploaded is correct.
o Age (years) = 68 with a resolved corrected query.
o Race = 2 (african american) with a resolved corrected query.

3. Select File > to close DFexplore.

Add an Electronic Signature (eSign) to a set of completed subject records

eSignature plate.

NOTE: eSignatures require password permission to be set in the user role at the DFadmin level. The Password permission must be granted for the specific ’

1. In the DFcollect; login dialog, enter the DFdiscover Server name that has been provided by your administrator. Enter site_invest in the Username field and the
previously assigned password in the Password field. Click to login.

2. As user site_invest has 2FA enabled, enter security code received by email as previously defined.

NOTE: Refer to “Creating user accounts and assigning study permissions.” as a valid email address is required for site_invest to receive 2FA codes.

3. From the Subjects list, click Subject 99011 > 30: Study Termination > 7: Form 7.
4. Click Patient Initials enter SIG, Set:

o Final Visit Date = 03/06/22

o 1. Did patient complete the entire study? = No

o Check (enable) Why? Moved away

o Check (enable) 2. Last does of study medication: Unknown

o Click E. to save and eSign the Study Termination form.
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Wiy on compphent it study e

Ofcotect - Save-Final

This page i aligible for signing.

1 Wy Ot

1 Last Sume of shudy medication Date U

1 Lawt Gowe of sty med Unanown

v, J—

ehignatse Name

5. In the dfpassword confirmation dialog enter the user name site_invest and the corresponding password. Click to apply the electronic signature to the current

page.

6. In the DFcollect - eSignature Reason dialog select Approved from the dropdown, click [OKJ.

Study 254/ Site 99 / Subject 99011 / 30 : Study Termination / 7 : Form 7

[ checked

1. Why? Other, specity @

2. Last dose of study medication: Date @

2. Last dose of study med: Unknown @

@ Checked

eSignature Reason

Approved

eSignature Name )

site_investigator

eSignature Date @

3/07/24

eSignature Time €
11:09:50

Q

7. Examine the 4 eSignature fields at the bottom of the page.

8. Click i >[Logouto exit DFcollect.

Verify removal and Re-applicaton of eSignatures

1. In the DFcollect login dialog, enter the DFdiscover Server name that has been provided by your administrator. Enter site_monitor in the Username field and the
previously assigned password in the Password field. Click to login.

2. From the Subjects list, click Subject 99011 > 30: Study Termination > 7: Form 7.

3. Click 2. Last dose of study medication: Date field. Click ¢’ to open the Add Query dialog. In the dialog, set:

o Category = Monitor

o Enter Investigator to confirm last dose taken with subject during clinic visit. in the Note field.

o Click [Apply] > to apply the query.

4. Advance to the 2. Last dose of study med: Unknown field. Un-check (disable) the checkbox. Click 3
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Study 254 / Site 99 / Subject 99011 / 30 Study Termination / 7 : Form 7

1. Why? Other @

[ Checked

1. Why? Other, specify @

2. Last dose of study medication: Date

2. Last dose of study med: Unknown @

O checked

eSignature Reason

blank -

eSignature Name ©)

eSignature Date ©

eSignature Time &

5. Click ¢ >[Logouf to exit DFcollect.

K

6. In the DFcollect login dialog, enter the DFdiscover Server name that has been provided by your administrator. Enter site_invest in the Username field and the
previously assigned password in the Password field. Click to login.

7. Click i >([Task listing].

DFcollect - Task Summary

eSignatures Study Termination - 5
eSignatures
Screening Data Level 1 EDC entry of 5
Entry Blood Pressure Screening
visits
Screening Data Review of all patient 5
Review screening data

Name Title Count |

8. Locate the eSignatures - Study Termination - eSignatures task. Click [Open].
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DFcollect - Task : eSignatures @

}:\ Total Records : 5 Selected Records : 0 Subjects 10
Site Subject | Visit ‘ Plate Y
99 99001 30 7
99 99002 30 7
99 99003 30 7
99 99004 30 7
99 99011 30 7

9. From the Subjects list, select subject 99011 > 30: Study Termination > 7: Form 7. Click

10. Click the 2. Last dose of study medication: Date field. Click B then * . Select Resolved from the Status drop-down list. Enter Confirmed date of last medication
dose verbally with subject during clinic visit. in the Note field. Click [Apply), [Close].

Study 254 / Site 99 / Subject 99011/ 30 : Visit 30 / 7 : Form 7

1. Why? Moved away @

RA checked

1. Why? Non-comppliant with study meds €

[ checked

1. Why? Other @

[ checked

1. Why? Other, specify €

2. Last dose of study medication: Date @

2. Last dose of study med: Unknown &

[ checked

eSignature Reason

QW

11. Enter the 2. Last dose of study medication: Date as 02/06/22. Click o]

12. In the dfpassword confirmation dialog enter the user name site_invest and the corresponding password used for login in “Add an Electronic Signature (eSign) to a set

of completed subject records.”. Click to apply the electronic signature to the current page.

13. In the DFcollect - eSignature Reason dialog select Reviewed from the dropdown, click .
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Study 254/ Site 99/ Subject 99011 /30  Visit 30 /7 Form 7

[] Checked Q R M

1.Why? Othes, specify @

2. Last dose of study medication: Date §

- g -

2. Last dose of study med: Unknown &

[ checkes Q8 R 5 M

eSignature Reason

Reviewed

eSignature Name €

site_investigator

eSignature Date @
31/07/24

eSignature Time &

11657 s

14. Examine the 4 eSignature fields at the bottom of the page.

15. Click | > Page History|to open the Page History window. The Page History is displayed, Click to close the window.

DFeollect - Record History.

Stady 254 Sutject 9011, Vs 3, Piate 7

o————— an2esar 0so3e

S aezearar oz

[ aamarioon
2 rascome vson Lew 2020030710003 e vt s ot e
[2 S——— T
[ oo — T T ————
: | = |
[+ [ So—— P T ——
. b r |
[ S—— [TRy— o
. [S—— a2u0sa7 030 |
s o Vit Dot Basasoroseze
0 O s corp eyt 20307 10003 |
[ T — a024rar 104036
w T T L T W e pr e —
o e 1
» T e ——
[ 5 i VR —
| w [P ——— 2024030710003 3t et v st ke

16. Click ¢ > [Logoui to exit DFcollect.
Verify DFcollect saves eSignature task data to the specified level

1. Start DFexplore, login as data_manager and choose 254 Acceptance Test Study as described in “How to start DFexplore”
2. Select > [List). Click 007 - Study Termination. Confirm DFVALID displays as "4" for subject 99011.

ERERNERLELRT T NNn
e EE R = B[] ""p...““EEIo v

STUDY TERMINATION

O+ vy O vmsorstin s s
3 Lok o o rwsne s
L g ot b sk 3 v
O Mot
0 M sttt ot sy st
O e, et __
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3. Select > to close DFexplore.
End Module 18. DFcollect Mobile Data Collection

1. Return to the DFATK application. Click to confirm successful completion of Module 18. DFcollect.

Module 19. DFengage ePRO Data Entry

NOTE: Optional Module. The DFengage ePRO Data Entry module requires the DFWS feature (web services API). If your DFdiscover server is not licensed for this
feature, do not complete this module.

DFengage is compatible with the following mobile device operating systems:

- i0S®

- Android

WARNING: Prior to starting this module ensure the dfeproagent user account has been created according to the requirements outline in the System Administrator
User Guide

Tests & Requirements

1. Create DFengage users role in DFadmin
2. Add bulk DFengage users accounts to DFadmin

3. Installation and initial DFengage login.

N

. Complete a task in online mode.
. Complete a task in offline mode.
. Sync data collected offline to your DFdiscover server.

. Resetting a user login password.

o N o O

. Enter data in DFengage web.

©

. Receive DFengage notifications.
10. Confirm data sent to the server using DFexplore.

Estimate of Time Required: 35 Minutes

Begin Module 19. DFengage ePRO Data Entry

1. Start DFATK as described in Module 1 (Installation & Initialization).

2. Click [19. DFengage ePRO Data Entry] followed by to begin this module.

Create DFengage users role in DFadmin

1. Start DFadmin. Login to your DFdiscover Server as datafax.

2. Specify a Username and datafax, and the assigned user password in the Password field. Click . to complete login and continue.

3. Create a role for DFengage users. Begin this task by clicking the Roles tab.

. Within the list of studies, locate and choose the entry for 254 Acceptance Test Study. Click to add a new user role. In the dialog, enter the role name ePROdata.
. Click to create the new role ePROdata.

[o2 BN S

. Define Tools & Reports permissions for the ePROdata role. Highlight ePROdata in the Roles list to make it the active role. Enter ePROdata user permissions in the
Description field.

7. Click Tools & Reports tab below the Description field. Set each of the following:
In the DFexplore & API Clients panel,
o Check (Enable) Data within DFexplore Views
o Check (Enable) DFengage and DFweb within API Clients
In the Server & DFsetup panel,

o Check (Enable) View within Setup
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Maow  aPROdals Sutea Actve B
Oescription

Faxplors & APY Cliants

Study Reparts

8. Click Permissions tab.
9. Set plates 31-33 data permissions as follows:
o Visits = 301-303,310-319
o Plates = 31-34
o Levels = ALL
o Modify = 1-5
o Write Levels = 1
o Data = Check (enable) CM (Create, Modify)

o Reasons = Check (enable) M (Modify)

Tools & Reports ~ Auto Logout ~ Permissions  Restrictions  History

Get Show Show Modify Write Data Queries Reasons
Visits Plates Levels Hidden Fields Int. Queries Levels Levels C M D L B c M D A R C M D A
[ 301-303 [IRCERIENY Show [ Show 51 0o o o O 0O 0o o o 0 o o 5
[ show [ show o o o o o o o o o o o o o o
10. Set plate 30 data permissions as follows:
o Visits = 300
o Plates = 30
o Levels = ALL
o Modify = 1
o Write Levels = 1
GEL STUwW =1 Mioany —wrile UdLld Jueries ReEdsurs
Visits Flates Lewvels Hidden Fields Int. Queries Levels Levels C M D L P c M D A R c M D A
301-303  31-33  all Show ] Show -5 1 O O 0O o o o o o O O O &
300 30 al [ show ] show 1 [ o I T O o 0O o o O o o o o)
[ show [ show o o o o o o o o o 0o o o o o

11. Select > or click to save settings for role ePROdata.

12. Select site_monitor to make it the active user. Click ePRO Admin Permissions.

13. To assign a study to site_monitor, click the blank area below the Study heading. Select 254 Acceptance Test Study from the Study drop-down. Set:
o Type = Admin

o Sites = 99

Select > or click [Save].
Add bulk DFengage users accounts to DFadmin

1. Still as datafax and with the DFadmin application open, click Users tab to open the user definition window.

2. Click [Add Bulk Users|.
3. In the resulting Add Bulk Users dialog, set:

o Study = Select 254 Acceptance Test Study - Role = Select ePROdata
o Username Prefix = atk__

o Subjects Range = 99001-99015

o Check (enable) Preview usernames

o Set an Initial Password by entering a password of your choice.

DFdiscover 5.10.0 Acceptance Test Manual Page 292 of 332



o Click [Add 15 user accounts|, in the resulting confirmation dialog click to add the defined user accounts.
Click .

[ IMPORTANT: Remember the password assigned in this step as it is needed in future tests.

4. Choose the atk_99015 entry from the list of users. Click Permissions tab. Confirm the following permissions are set:
o Study = Select 254 Acceptance Test Study
o Sites = 99
o Subjects = 99015
o Role Name = ePROdata
5. Select > > to close DFadmin.

6. Open a web browser and navigate to. https:/dfweb.dfdiscover.com/?server=explore.dfdiscover.com&api=dfws.dfdiscover.com or the DFweb URL provided by your
administrator, enter site_monitor in the Username field of the login dialog, and the previously assigned password in the Password field. Click to login.

7. From the sidebar, Click “ ePRO. Locate the subject 99015 with username atk_99015, click Register.

~ 4 Dfweb x 4 - o X

< > C 25  explore-dfweb.dfdiscover.com/epro g [a) Action required §

ePRO Subject Registration - Subject 99015

Provide the subject’s details and confirm their subject ID to complete the registration.

Email

‘ Default-English

‘ UTC-05:00 AmericafToronto (EST)

‘ Confirm Subject ID

send invite via email
Preview invite

I verify the name and contact information above is correct and belongs to the

specified participant

8. In the resulting ePRO Subject Registration dialog set:
o Name = yourname
o Email = youremail
o Language = Default - English

« Timezone = Your local timezone

o Confirm Subject ID = 99015
o Toggle (enable) = Send invite via email
o Toggle (enable) = | verify the name and contact information above is correct and belongs to the specified participant.

o Toggle (enable) = | verify the participant has provided informed consent and is eligible to participate

Ok [Fegiser]> 0K,
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v 4 DRweb x o+ - o x

€ 5 € % exloredfwebdfdiscover.com/epro Y @  Acionrequied }

Registration Complete

subject 99015 (username atk_99015) is now registered for ePRO.

The invite has been sent to subject 99015 via email to yourname@yourdomain.com

viewinie “

9. Click [View invite], confirm the displayed invite is the same as the one receive to your email address specified in the previous step. Click [Click here to activate your
account

10. Enter the email address specified during the ePRO Subject Registration process. Click [Confirm Email|. A confirmation dialog is displayed presenting the information

below.
v ® DFengage x o+ - o x
€ > € % dfengageweb.dfdiscover.com/login [+ ¢ ®  Actionrequired §

Your email has been confirmed!

Please check your email to create a password
for your DFengage account

You may close this page.

11. Close the DFengage web browser window.
Installation and initial DFengage login

1. Open a web browser and navigate to. https: X .com or the DFengage web URL provided by
your administrator, enter site_monitor in the Username field of the Iogln dialog, and the prewously assigned password in the Password field. Click [Login| m n| to login.

2. From the sidebar, Click * ePRO. Select subject 99015 with username atk_99015 to open the ePRO Subject Details dialog.

3. Click Get link/QR code and under the Login Link section use the link or QR code to install DFengage, and then once it’s installed click the link or scan the QR code
again to auto-fill the server, API, and username

4. Open DFengage.

5. Click [Get Started|.

6. Enter the previously assigned password in the Password field. Click to login. The change password dialog is presented. Enter a password of your choice, click
Set new password|.

7. The Pincode setup dialog is presented. Enter any 4-digit numeric pincode. Click [Continue].
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8. DFengage may ask to enable notifications. Click or follow your device’s instructions to enable notifications. If no such prompt appears, proceed to step 11

-

Allow DFengage to send you notifications?

10. DFengage may ask to run in the background. Click [Allow Background Running| and follow any steps needed to enable background running. If no such prompt
appears, proceed to step 11.

Don't Miss Reminders

Allow DFengage to run in the
background on your device, so
that you receive notifications
about new activities on time.

Allaw Backgraund Running

0o ot allow

11. Select Default - English from the Pick Your Language dropdown, click [Continue]. The DFengage training prompt is displayed. Click [Learn about DFengage now|.
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Welcome
to DFengage

DFengage helps study participants like
you complete research activities.

This training will help you get
comfortable using DFengage.

Learn About DFengage Now

Skip training

12. Proceed through the tutorial by clicking until you reach the end of the first section. Click [Learn More About DFengage] to continue to the second section of the
tutorial.

Well done! Now you're ready to complete activities in DFengage.

Lear Mors About DFengage —

13. Click to proceed until all training slides are complete. Click [See Today’s Activities| to proceed to the main activity page.
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DFengage Training Complete!

You've successfully completed the training.

‘See Today's Activities —

View this training again from the Settings page

Complete a task in online mode

1. Click next to eDiary Day 1.
2. Click Today's date, Select a date of 01 Jun 2023. Click [OK], the date field is displayed as 01/06/2023. Click [Nex.

Exit eblary Day 1 5]

*Today's date:

01/06/2023

3. Complete the remaining eDiary Day 1 questions by entering the following and clicking on each screen:
o What time is it? = 14:45, the time field is displayed as 14:45:00. Click
o The first set of questions relate to reactions at or around the site of vaccination.
= |Is there redness? = Y
= Maximum severity of redness = Does not interfere with activity.
= Medication taken for redness? = N
o Check the box next to each symptom you have experienced today:
= Nausea = Checked (enabled)
= Headache = Unchecked (disabled)
= Fatigue = Checked (enabled)

= Joint Aches = Unchecked (disabled)
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= Muscle Aches = Unchecked (disabled)
= No Symptoms = Unchecked (disabled)
o On a scale of 1 to 10, with 1 being the lease and 10 being the worst pain imaginable , how severe were your symptoms today? = 7

o Please take your temperature using the provided thermometer. Record your temperature here (degrees F) = 98.4

Click [Finish).

Roady to submit your responses?

Nofurther changes will be possible.

No ves

4. Click to confirm your submission.

5. Click the button to open the history page. The completed eDiary Day 1 displays as Sent with the date and time sent.

History &

eDiary Day | ® sent
Completed Today at g:48am o e 2024

5 @

History Today settings

6. Click for the sent eDiary Day 1 entry. Confirm that the fields are unable to be changed.
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it epiary bay 1 ®

“Today's date

7. Close the DFengage application.
Complete a task in offline mode

1. Switch your device to airplane mode or otherwise disconnect from the internet.

2. Open DFengage, login with your pincode. Click next to eDiary Day 2 (plate 32).

Aceaptanca Test study &

Completed

3. Click Today's date, Select a date of 02 Jun 2023. Click [OK], the date is displayed as 02/06/2023. Click [Nex.
4. What time is it? enter 17:30, click [OK), the time field shows as 17:30:00. Click [Next|.

5. Confirm you have reviewed the instructions by checking (enabling) Read and Understood (Continue to next screen). Complete the remaining eDiary Day 2
questions by entering the following and clicking on each screen:

o Pain = Quite a bit

o Redness = Not at all

o Swelling = A little bit

o ltching = A little bit

o Nausea/Vomiting = Not at all

o Headache = Not at all
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o Fatigue = Very Much

o General felling unwell = Quite a bit
o Joint aches = Not at all

o Muscle aches = A little bit

o Other Symptoms? = N

o Did you take medication for any of these symptoms? =N

6. Click > to save the questionnaire.

Ready to submit your responses?

No further changes will be possible.

No. Yes

7. Click , confirm eDiary Day 2 as Pending with the current date and time of completion, and eDiary day 1 is synced (displayed as Sent).

sistory =

Your astivity Is waiting to be sent
Plaase click "$yne” to send your data to the research team

eDiary Doy 2 o rending
Completed Taday ot L08pm weningte be set

eDiary Day1
Completed Tadoy ot 10:500m

8. Close DFengage application.
Sync data collected offline to your DFdiscover server

1. Switch off airplane mode on your device or otherwise re-connect to the internet.

2. Open DFengage, login with your pin code. Go to and confirm you are shown as online. If the eDiary Day 2 questionnaire is still shown as Pending, click
to send the questionnaire to the server. Once complete, confirm that eDiary Day 2 is shown as sent with the expected date and time.
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History &

eDiary Day 2
Completed Today at 857am

eDiary Day |
Completed Today at 8:48am

® o] @

History Teday Settings
3. Close DFengage application.

Resetting a user login password

1. Open a web browser and navigate to. https:/dfengage.dfdiscover.com/?server=explore.dfdiscover.com&api=dfws.dfdiscover.com or the DFengage web URL provided

by your administrator.

2. Enter a Username of atk_99015. Click the [Forgot Password| link on the login page. In the Forgot Password dialog:

o Enter the email address associated with the atk_99015 account

Click [OK]

You should see a confirmation message: Email Sent.

3. Open the password reset email from your DFdiscover server and click the provided link to reset the atk_99015 password.

4. The DFengage web Set New Password page is opened. Enter and confirm a new password, then click [Create Password].

~ @ Drengage X +

DFengage

Set New Password

New Pa

name=atk_99015.

You need to create a new password before continuing

~ Confirm Password

@Privacy Policy
DFengage Version 2.4.0

4 didiscover

Create Password

- O

X

. & % @  Acionrequied }

5. A message confirming Password set. Logging in. is displayed in your browser, and a notification email is sent to the address associated with the atk_99015 account.

You are logged into DFengage web.

6. Return to DFweb login as user site_monitor and Click * ePRO. Select subject 99015 with username atk_99015 to open the details dialog.

7. Under View logs:
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o Click ePRO account log to verify registration audit trail, Click Back.

o Click ePRO access log to verify login, start and submit activity, Click Back.

o Click Get link/QR code under Login Link, then click Copy Link.

Enter data in DFengage Web

1

. Open a web browser and paste the previously copied login link into the address bar. Confirm that the DFengage 2.4.0 version is displayed, and that the Username

and Server Name fields are auto-populated.

Next|.

. In the DFengage login dialog, enter the assigned password in the Password field. Click .
. Select Default - English from the list of Available Languages, click [Continue].

. Click to proceed through all training slides. Once complete, click [See Today’s Activities] to continue to the main activity page.

. Click the date selector icon, verify that a future date cannot be selected and select a date of 10 Oct 2025. Click , the date field is displayed as 10/10/2025. Click

. Complete the remaining eDiary Day 7 questions by entering the following values and clicking on each screen:

o What time is it? = 13:20, the time field is displayed as 13:20:00. Click

o The first set of questions relate to reactions at or around the site of vaccination.

Is there redness? = Y

Maximum severity of redness = Does not interfere with activity.
Medication taken for redness? = N

Any pain or discomfort around the vaccine site? = Y

On a scale of 1 to 99, with 1 being the least and 99 being the worst pain imaginable, how severe were your symptoms today? = Enter 100 to verify
the warning message shown, then correct the number to 49.

Medication taken for pain? = Y

List medication and taken for pain = Tylenol 500mg
Any itching around the vaccine site? = N

How hot does the vaccine site feel? = Not hot at all
This next set of questions relate to general symptoms. Enter you temperature this evening = 34.7
Medication taken for fever? = N

Have you experienced joint aches? = N

Any Muscle aches? = N

Have you felt hot, flushed or sweaty? = N

Any headaches = N

Have you felt more tired than normal? = N

Have you felt nauseous? = N

Have you felt generally unwell? = N

Have you experienced any other symptoms = N

Click > to save the questionnaire.

7. Click to open the history page. Confirm that eDiary Day 7 is marked as Sent with correct date and time.

8. Click to exit the DFengage web application.

Receive DFengage notifications

1. Open a web browser and navigate to. https:/dfweb.dfdiscover.com/?server=explore.dfdiscover.com&api=dfws.dfdiscover.com or the DFweb URL provided by your
administrator, enter site_monitor in the Username field of the login dialog, and the previously assigned password in the Password field. Click to login.

2. Click (& Subjects , select 99014 > 300: Study Injection 1 to open the 30: Study Injection page.
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~ 4 DFwet x o+ - o X

<« G % explore-dfweb.dfdiscover.com/data/studies/254/sites/99/subjects/39014/visits/300/plates/30 ¥ @  Adionrequied 3

P . o site_monitor (site_monitor)
- - .

4 dfdiscover Acceptance Test Study explore didiscovercom  $

subject 99014 Study 254 | Site 99 / !

ag =

0= 30: Study Injection n

[ * Visit 300

&3 * Participant ID 99014

@ Date of injection DD/MM/YYYY &

i Time of injection hhimmiss

@ 30: Study Injection surveys required? [0 Additional surveys required a

. Click Date of Injection Set:

o Date of Injection = Yesterday's date
o Time of Injection = 10:00:00

o Surveys required? = Check (enable) Additional surveys required

Click [Save]. Click > to exit DFweb.

. Open the DFengage mobile application. Login as subject atk_99014 (See: DFengage Login). Select Default - English from the Pick Your Language dropdown, click

(Cortinue)

. Close DFengage on the device and await one of the defined notification times for the surveys (9am, 10am, 12pm, 2pm, 4pm). Verify that two notifications are

received at the expected time: one for the overdue survey on Day 1, one for the new survey on Day 2.

. Click either of the notifications to open DFengage and enter PIN to login.

. Click next to the Survey Day 1 @9am set:

o Click Today's date, Select a date of 04 Nov 2025. Click
o Please indicate on the scale how your health is TODAY. = 74

o How would you rate your pain on average = 6

Click [Finishl, then to submit the Survey Day 1 @9am survey.

. Click the Settings > > [Cogout].

. Login again as subject atk_99014 (See: DFengage Login). This time selecting French from the Pick Your Language dropdown, click [Continue].

Verify the questionnaire descriptions are in French. Locate Journal électronique Jour 1, click [Start], verify Today’s date is displayed as Date du jour :. Logout of
DFengage.

Confirm data sent to the server using DFexplore

1.

2.

Login to DFexplore, Open subject 99015 > 301: ePRO Date of Injection > 31: eDiary Day 1. Confirm the data previously entered now appears in DFexplore.

Select Page > List History of Changes on This Page, check (enable) Detailed History. Confirm the audit trail is present.

End Module 19. DFengage ePRO Data Entry

1.

Return to the DFATK application. Click to confirm successful completion of Module 19. DFengage ePRO Data Entry.
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ATK Worksheet

Using the Worksheet

As you work through the ATK, you may find it beneficial to have a worksheet to keep track of which modules you have completed.

For that purpose, print this chapter and mark the steps and modules as you progress.

After completion of the ATK, keep the printed worksheet together with your installation and qualification materials.

Module 1. Installation and Initialization

Pass/Fail Testing step
Pass Fail 1. Confirm version information can be obtained for DFdiscover.
Pass Fail 2. Obtain super-user privileges and remove older Acceptance Test Study, if one exists.
Pass Fail 3. Install the Acceptance Test Study.
Pass Fail 4. Define Acceptance Test Study to the DFdiscover server.
Pass Fail 5. Create a role and permissions for datafax.
Pass Fail 6. Creating study roles and permissions.
Pass Fail 7. Creating user accounts and assigning study permissions.
Pass Fail 8. Enable high definition imaging.
Pass Fail 9. Start the Acceptance Test Study Control Panel application.
DFdiscover RPM
Server FQDN & OS
Completed By (Print name)
Title
Date
Signature
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Module 2. DFdiscover Client Applications

Pass/Fail Testing step
Pass Fail 1. Send PDF images to DFexplore
Pass Fail 2. Resetting a user login password.
Pass Fail 3. Verify the online user documentation. Open the Image Router and verify the appearance of the Welcome Image.
Pass Fail 4. Open the Acceptance Test Study and verify the standard DFexplore views.
Pass Fail 5. Start DFsetup and verify version information.
Pass Fail 6. Verify the online setup documentation. Open the Acceptance Test Study setup and verify the standard DFsetup views.

Completed By (Print name)

Title

Date

Signature
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Module 3. Study Setup

Pass/Fail Testing step
Pass Fail 1. Permitted users can gain exclusive access to DFsetup to modify a study setup.
Pass Fail 2. Define Global study preferences and apply settings to DFsetup.
Pass Fail 3. Create and modify a new style (Comment).
Pass Fail 4. Create and modify a new module (Death).
Pass Fail 5. Assign Field definitions to a newly created module.
Pass Fail 6. Assign a module's field definitions to a plate.
Pass Fail 7. Correct field ordering on the current plate to set field traversal order for data entry.
Pass Fail 8. Use copy and paste to create repeating module and field references on a plate.
Pass Fail 9. Create user-defined query category codes.
Pass Fail 10. Submit a copy of the newly defined Plate 11 into the study database and retrieve the page in DFexplore Image View.
Pass Fail 11. Enter and save all data on the submitted plate 11.

Completed By (Print name)

Title

Date

Signature
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Module 4. eCRF Creation for DFdiscover

Pass/Fail Testing step
Pass Fail 1. eCRF creation in DFsetup.
Pass Fail 2. eCRF background color preferences.
Pass Fail 3. Entering eCRF data.

Completed By (Print name)

Title

Date

Signature
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Module 5. Custom Properties

Pass/Fail Testing step
Pass Fail 1. Defining Custom Properties in DFsetup.
Pass Fail 2. Adding Global Custom Property values.
Pass Fail 3. Adding Plate, Module and Variable level Custom Property values.
Pass Fail 4. Exporting Custom Properties in DFsetup.
Pass Fail 5. Edit checks execution of Custom Properties.
Pass Fail 6. Creating subject data lists and exporting data views.
Pass Fail 7. DFexplore Database Definition Report exporting.

Completed By (Print name)

Title

Date

Signature
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Module 6. Subject Alias

Pass/Fail Testing step
Pass Fail 1. Importing and Modifying Subject Alias Map using DFsetup.
Pass Fail 2. Creating Subjects using Subject Alias.
Pass Fail 3. Subject Alias Tracking (Reports).
Pass Fail 4. Exporting Subject Alias data.

Completed By (Print name)

Title

Date

Signature
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Module 7. EDC Data Entry

Pass/Fail Testing step
Pass Fail 1. Lc_)gin to DFexplore and the Acceptance Test Study and confirm the list of sites, subjects and assessments in the record list
window.
Pass Fail 2. Enter and save new data using EDC data entry for Subject 99007.
Pass Fail 3. Add reasons to explain entered data values.
Pass Fail 4. Enter and save Plate 3, Subject 99007 as a pending record.
Pass Fail 5. Mark and save unavailable data as missed. Unmark available data as missed.
Pass Fail 6. Retrieve and modify existing data using a predefined task and save modifications to the database.
Pass Fail 7. Confirm audit trail information for entered and modified data.

Completed By (Print name)

Title

Date

Signature
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Module 8. Image Data Entry

Pass/Fail Testing step
Pass Fail 1. Submit PDF images to DFexplore.
Pass Fail 2. Login to DFexplore and confirm the receipt of new pages in the Status View.
Pass Fail 3. Login to the Image Router and route a misidentified page to the Acceptance Test Study new record queue.
Pass Fail 4. Login to DFexplore and confirm receipt of the routed page in the Status View.
Pass Fail 5. Retrieve new images in DFexplore Image View.
Pass Fail 6. Enter Plate 1 (Form 1) for Subject 99002.
Pass Fail 7. Enter Plate 2 (Form 2) for Subject 99002.
Pass Fail 8. Enter Plate 3 (Form 3) for Subject 99002.
Pass Fail 9. Enter Plate 4 (Form 4) for Subject 99002.
Pass Fail 10. Compare the resolutions between Standard Definition (SD) and High Definition (HD).
Pass Fail 11. Edit an existing query.
Pass Fail 12. Delete an existing query.
Pass Fail 13. Change data and record a reason for data change.
Pass Fail 14. Batch validate all opened pages for Subject 99002 to level 2.
Pass Fail 15. Confirm the status of entered pages in Status View.
Completed By (Print name)
Title
Date
Signature
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Module 9. User-defined Query Category Types

Pass/Fail Testing step
Pass Fail 1. Retrieve an existing data record in DFexplore.
Pass Fail 2. Apply a user-defined Category query.
Pass Fail 3. Add a reason for Data Value to explain entered data.
Pass Fail 4. Edit an existing query.
Pass Fail 5. Delete a user-defined Query Category that is used by an existing query.
Pass Fail 6. Delete a user-defined Category query.

Completed By (Print name)

Title

Date

Signature
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Module 10. Multiple Queries Per Field

Pass/Fail Testing step
Pass Fail 1. Submit PDF images to DFdiscover.
Pass Fail 2. Enable multiple queries per field in DFsetup.
Pass Fail 3. Retrieve submitted CRF in DFexplore Image View.
Pass Fail 4. Enter Plate 9 for Subject 99002.
Pass Fail 5. Apply multiple queries to a field.
Pass Fail 6. Select and edit an existing query in a field that has multiple queries.
Pass Fail 7. Select and reply to an existing query in a field that has multiple queries.
Pass Fail 8. Select and delete an existing query in a field that has multiple queries.

Completed By (Print name)

Title

Date

Signature
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Module 11.

Data Review

Pass/Fail Testing step
Pass Fail 1. Retrieve all data for Site 99 that exists at level 3.
Pass Fail 2. Review and approve a pending reason for data value, and approve a selected query in a field that has multiple queries.
Pass Fail 3. Revigw and move approved reasons for data values to a higher workflow level, and review queries in a field that has multiple
queries.
Pass Fail 4. Data review and add a query to inconsistent data.
Pass Fail 5. Review and complete pending data for Subject 99007.
Pass Fail 6. Confirm audit trail information for reviewed and modified data.
Pass Fail 7. Run batch edit checks to verify data integrity.
Pass Fail 8. Use a data expression to retrieve specific subject information.
Pass Fail 9. Use cross-plate data criteria to retrieve specific subject information.
Completed By (Print name)
Title
Date
Signature
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Module 12. External Query Reports

Pass/Fail Testing step
Pass Fail 1. Obtain database query metrics and details using Status and List Views to review all outstanding queries prior to query report
creation.
Pass Fail 2. Run database integrity check report DF_XXkeys to export all key fields and visit dates from required plates in the database.
Pass Fail 3. Use Data View to check, and if necessary correct, illegal visit dates by retrieving the problems keys identified by DF_XXkeys.
Pass Fail 4. Execute DF_QCupdate to update the query database and lock all records for query report generation.
Pass Fail 5. Execute DF_QCreports to create a standard, 3-part external query report for a study site.
Pass Fail 6. Confirm the status of external queries following query report creation.
Pass Fail 7. Execute DF_QCstatus to verify that a new query report was created by listing all reports in the QC/NEW directory.
Pass Fail 8. Execute DF_QCview to display the newly created query report.
Pass Fail 9. Execute DF_QCprint to print the query report from the QC/NEW directory.
Pass Fail 10. Comparing several examples from the printed query report against their corresponding queries in the study database.
Pass Fail 11. Execute DF_QCfax to email the query report to a valid email account.
Pass Fail 12. Verify the status of the queries in the sent report.
Completed By (Print name)
Title
Date
Signature
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Module 13. Replying to EDC Queries, eSignatures

Pass/Fail Testing step
Pass Fail 1. Determine a count of outstanding/outstanding queries in Status View.
Pass Fail 2. Review outstanding queries in Queries View.
Pass Fail 3. Using EDC, locate and reply to outstanding clarification queries.
Pass Fail 4. Add an Electronic Signature (eSign) to a set of completed subject records.
Pass Fail 5. Verify removal and Re-applicaton of eSignatures.

Completed By (Print name)

Title

Date

Signature
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Module 14. Re-submitting Query Corrections

Pass/Fail Testing step
Pass Fail 1. Submit PDF images to DFdiscover.
Pass Fail 2. Verify that all CRFs have arrived successfully in Image view.
Pass Fail 3. Retrieve submitted CRFs using DFexplore Image View.
Pass Fail 4. Enter Form 2, Subject 99001, resolve outstanding queries, and save the corrected CRF to the database.
Pass Fail 5. Enter Form 2, Subject 99002, resolve outstanding queries, and save the corrected CRF to the database.
Pass Fail 6. Enter Form 4, Subject 99004.
Pass Fail 7. Enter Form 2, Subject 99004, resolve outstanding queries, and save the corrected CRF to the database.
Pass Fail 8. Select and resolve a query in a field that has multiple queries.
Pass Fail 9. Review and approve a pending query reply for Form 1 for Subject 99002.
Pass Fail 10. Review, correct and approve a pending query reply for Form 1, Subject 99007.
Pass Fail 11. Confirm query resolution by examining the database status.
Completed By (Print name)
Title
Date
Signature
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Module 15. Data Export and DFsas

Pass/Fail Testing step
Pass Fail 1. Export date values in calender format and save the exported data to a file on the local computer.
Pass Fail 2. Export date values from the database and save the exported data to a file on the local computer.
Pass Fail 3. Examining data values according to user-specified criteria.
Pass Fail 4. Query the database for specific data values.
Pass Fail 5. Create a DFsas job file according to user-specified criteria.
Pass Fail 6. Create a SAS job file and data files using the DFsas job file criteria.
Pass Fail 7. Compare the contents of SAS data files with the actual data in the database.

Completed By (Print name)

Title

Date

Signature
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Module 16. PDF File Creation

Pass/Fail Testing step
Pass Fail 1. Retrieve existing data according to user-specified criteria.
Pass Fail 2. Saving DFexplore data to a standard PDF document.
Pass Fail 3. Saving DFexplore blank CRF books to a standard PDF document.
Pass Fail 4. Viewing a standard PDF data file using a PDF viewer application.
Pass Fail 5. Saving DFexplore data to an encrypted bookmarked PDF file.
Pass Fail 6. Open and view an encrypted bookmarked PDF file using a PDF viewer application.
Pass Fail 7. Create a complete subject package PDF file that includes data records, CRF images and audit trail.
Pass Fail 8. Open and view a PDF subject package using a PDF viewer application.

Completed By (Print name)

Title

Date

Signature
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Module 17. DFweb Data Entry

Pass/Fail Testing step
Pass Fail 1. Verify DFweb version information, logging into DFweb and DFweb site certificate verification.
Pass Fail 2. Resetting a user login password.
Pass Fail 3. Copying URL and changing user passwords.
Pass Fail 4. Creating a new subject, entering subject data.
Pass Fail 5. Adding, modifying and resolving queries.
Pass Fail 6. Adding, reviewing and downloading subject documents.
Pass Fail 6. Add an Electronic Signature (eSign) to a set of completed subject records.
Pass Fail 8. Verify removal and Re-applicaton of eSignatures.
Pass Fail 9. Verify DFweb saves eSignature task data to the specified save level.

DFweb URL used for testing

Completed By (Print name)

Title

Date

Signature
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Module 18. DFcollect Mobile Data Collection

Pass/Fail Testing step
Pass Fail 1. Installation and App preferences.
Pass Fail 2. Resetting a user login password.
Pass Fail 3. Online data record creation.
Pass Fail 4. Download subject data for offline use.
Pass Fail 5. Create data records in offline mode, query resolution and adding reasons for data values.
Pass Fail 6. Sync data collected offline to your DFdiscover server.
Pass Fail 7. Clearing DFcollect cache.
Pass Fail 8. Adding, reviewing and downloading subject documents.
Pass Fail 9. Confirming data sent to the server using DFexplore.
Pass Fail 10. Add an Electronic Signature (eSign) to a set of completed subject records.
Pass Fail 11. Verify removal and Re-applicaton of eSignatures.
Pass Fail 12. Verify DFcollect saves eSignature task data to the specified level.
DFws API used for testing
Completed By (Print name)
Title
Date
Signature
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Module 19. DFengage ePRO Data Entry Data Entry

Pass/Fail Testing step
Pass Fail 1. Create DFengage users role in DFadmin
Pass Fail 2. Add bulk DFengage users accounts to DFadmin
Pass Fail 3. Installation and initial DFengage login.
Pass Fail 4. Complete a task in online mode.
Pass Fail 5. Complete a task in offline mode.
Pass Fail 6. Sync data collected offline to your DFdiscover server.
Pass Fail 7. Resetting a user login password.
Pass Fail 8. Enter data in DFengage web.
Pass Fail 9. Receive DFengage notifications
Pass Fail 10. Confirm data sent to the server using DFexplore.
DFws API used for testing
Completed By (Print name)
Title
Date
Signature
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Discrepancy Report

Discrepancy Reports should be completed whenever an unexpected result is obtained during the execution of the ATK. A discrepancy may be a difference in the actual
result from the expected result, a system malfunction, an error in the ATK documentation, or an error in the ATK Control Panel or study setup. Complete one report per
incident.

Assign each report a unique Discrepancy Report Number. You may want to simply sequentially number the reports starting at 1, or you may want to use a more
elaborate numbering system.

Record the particulars about your system. This includes the DFdiscover Release being tested at your site (e.g., 5.10.0 ), the Server Operating System and Version.

Record the Test Number that you were executing when the problem occurred. This is the number that identifies the current step in the plan (e.g., 6.4.5).

Describe, as accurately and as completely as possible, the problem that occurred. Include any error messages that appeared on screen. Can someone who was not
sitting at the computer when the problem occurred understand your description?

If you were able to work around the problem and continue, describe the workaround that was used.

Record your name, title, signature and the current date on the report. Sign it.

If the discrepancy appears to be an error that needs resolution by DFnet, forward the report to DFnet via email to help@dfnetresearch.com. Record that a copy of the
report has been sent to DFnet and the date that it was sent.

If a resolution to the problem becomes available, either internally, or from DFnet provide a description of that resolution and the date.

Discrepancy Information

Discrepancy Report Number

DFdiscover Release

Server Operating System and
Version

Problem

Immediate Workaround

Problem Resolution

Signature and Date

Completed By
(Print name)

Title

Date

Signature
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Copyrights

External Software Copyrights

DFdiscover software uses several third-party software components as part of its server side and/or client tools.

The copyright information for each is provided below. If you would like to receive source codes of these third-party components, please send us your request at
help@dfnetresearch.com.

DCMTK software package

Copyright® 1994-2011, OFFIS e.V. All rights reserved.

This software and supporting documentation were developed by

OFFIS e.V. R&D Division Health Eschereg 2, 26121 Oldenburg, Germany

Redistribution and use in source and binary forms, with or without modification, are permitted provided that the following conditions are met:
¢ Redistributions of source code must retain the above copyright notice, this list of conditions and the following disclaimer.

o Redistributions in binary form must reproduce the above copyright notice, this list of conditions and the following disclaimer in the documentation and/or other
materials provided with the distribution.

¢ Neither the name of OFFIS nor the names of its contributors may be used to endorse or promote products derived from this software without specific prior written
permission.

THIS SOFTWARE IS PROVIDED BY THE COPYRIGHT HOLDERS AND CONTRIBUTORS “AS IS” AND ANY EXPRESS OR IMPLIED WARRANTIES, INCLUDING, BUT
NOT LIMITED TO, THE IMPLIED WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE ARE DISCLAIMED. IN NO EVENT SHALL
THE COPYRIGHT HOLDER OR CONTRIBUTORS BE LIABLE FOR ANY DIRECT, INDIRECT, INCIDENTAL, SPECIAL, EXEMPLARY, OR CONSEQUENTIAL
DAMAGES (INCLUDING, BUT NOT LIMITED TO, PROCUREMENT OF SUBSTITUTE GOODS OR SERVICES; LOSS OF USE, DATA, OR PROFITS; OR BUSINESS
INTERRUPTION) HOWEVER CAUSED AND ON ANY THEORY OF LIABILITY, WHETHER IN CONTRACT, STRICT LIABILITY, OR TORT (INCLUDING NEGLIGENCE
OR OTHERWISE) ARISING IN ANY WAY OUT OF THE USE OF THIS SOFTWARE, EVEN IF ADVISED OF THE POSSIBILITY OF SUCH DAMAGE.

Jansson

Copyright® 2009-2014 Petri Lehtinen <petri&digip.org>

Permission is hereby granted, free of charge, to any person obtaining a copy of this software and associated documentation files (the "Software"), to deal in the Software
without restriction, including without limitation the rights to use, copy, modify, merge, publish, distribute, sublicense, and/or sell copies of the Software, and to permit
persons to whom the Software is furnished to do so, subject to the following conditions:

The above copyright notice and this permission notice shall be included in all copies or substantial portions of the Software.

THE SOFTWARE IS PROVIDED "AS IS", WITHOUT WARRANTY OF ANY KIND, EXPRESS OR IMPLIED, INCLUDING BUT NOT LIMITED TO THE WARRANTIES OF
MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE AND NONINFRINGEMENT. IN NO EVENT SHALL THE AUTHORS OR COPYRIGHT HOLDERS BE
LIABLE FOR ANY CLAIM, DAMAGES OR OTHER LIABILITY, WHETHER IN AN ACTION OF CONTRACT, TORT OR OTHERWISE, ARISING FROM, OUT OF OR IN
CONNECTION WITH THE SOFTWARE OR THE USE OR OTHER DEALINGS IN THE SOFTWARE.

Mimencode

Copyright®© 1991 Bell Communications Research, Inc. (Bellcore)

Permission to use, copy, modify, and distribute this material for any purpose and without fee is hereby granted, provided that the above copyright notice and this
permission notice appear in all copies, and that the name of Bellcore not be used in advertising or publicity pertaining to this material without the specific, prior written
permission of an authorized representative of Bellcore. BELLCORE MAKES NO REPRESENTATIONS ABOUT THE ACCURACY OR SUITABILITY OF THIS MATERIAL
FOR ANY PURPOSE. IT IS PROVIDED "AS IS", WITHOUT ANY EXPRESS OR IMPLIED WARRANTIES.

RSA Data Security, Inc., MD5 message-digest algorithm

Copyright®© 1991-2, RSA Data Security, Inc. Created 1991. All rights reserved. License to copy and use this software is granted provided that it is identified as the "RSA
Data Security, Inc. MD5 Message-Digest Algorithm" in all material mentioning or referencing this software or this function. License is also granted to make and use
derivative works provided that such works are identified as "derived from the RSA Data Security, Inc. MD5 Message-Digest Algorithm" in all material mentioning or
referencing the derived work. RSA Data Security, Inc. makes no representations concerning either the merchantability of this software or the suitability of this software for
any particular purpose. It is provided "as is" without express or implied warranty of any kind. These notices must be retained in any copies of any part of this documentation
and/or software.

mpack/munpack

Copyright® 1993,1994 by Carnegie Mellon University All Rights Reserved.

Permission to use, copy, modify, distribute, and sell this software and its documentation for any purpose is hereby granted without fee, provided that the above copyright
notice appear in all copies and that both that copyright notice and this permission notice appear in supporting documentation, and that the name of Carnegie Mellon
University not be used in advertising or publicity pertaining to distribution of the software without specific, written prior permission. Carnegie Mellon University makes no
representations about the suitability of this software for any purpose. It is provided "as is" without express or implied warranty.

CARNEGIE MELLON UNIVERSITY DISCLAIMS ALL WARRANTIES WITH REGARD TO THIS SOFTWARE, INCLUDING ALL IMPLIED WARRANTIES OF
MERCHANTABILITY AND FITNESS, IN NO EVENT SHALL CARNEGIE MELLON UNIVERSITY BE LIABLE FOR ANY SPECIAL, INDIRECT OR CONSEQUENTIAL
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DAMAGES OR ANY DAMAGES WHATSOEVER RESULTING FROM LOSS OF USE, DATA OR PROFITS, WHETHER IN AN ACTION OF CONTRACT, NEGLIGENCE
OR OTHER TORTIOUS ACTION, ARISING OUT OF OR IN CONNECTION WITH THE USE OR PERFORMANCE OF THIS SOFTWARE.

TIFF

Copyright®© 1988-1997 Sam Leffler Copyright® 1991-1997 Silicon Graphics, Inc.

Permission to use, copy, modify, distribute, and sell this software and its documentation for any purpose is hereby granted without fee, provided that (i) the above copyright
notices and this permission notice appear in all copies of the software and related documentation, and (ii) the names of Sam Leffler and Silicon Graphics may not be used
in any advertising or publicity relating to the software without the specific, prior written permission of Sam Leffler and Silicon Graphics.

THE SOFTWARE IS PROVIDED "AS-IS" AND WITHOUT WARRANTY OF ANY KIND, EXPRESS, IMPLIED OR OTHERWISE, INCLUDING WITHOUT LIMITATION, ANY
WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. IN NO EVENT SHALL SAM LEFFLER OR SILICON GRAPHICS BE LIABLE FOR
ANY SPECIAL, INCIDENTAL, INDIRECT OR CONSEQUENTIAL DAMAGES OF ANY KIND, OR ANY DAMAGES WHATSOEVER RESULTING FROM LOSS OF USE,
DATA OR PROFITS, WHETHER OR NOT ADVISED OF THE POSSIBILITY OF DAMAGE, AND ON ANY THEORY OF LIABILITY, ARISING OUT OF OR IN
CONNECTION WITH THE USE OR PERFORMANCE OF THIS SOFTWARE.

PostgreSQL

Portions© 1996-2019, PostgreSQL Global Development Group Portions© 1994, The Regents of the University of California

Permission to use, copy, modify, and distribute this software and its documentation for any purpose, without fee, and without a written agreement is hereby granted,
provided that the above copyright notice and this paragraph and the following two paragraphs appear in all copies.

IN NO EVENT SHALL THE UNIVERSITY OF CALIFORNIA BE LIABLE TO ANY PARTY FOR DIRECT, INDIRECT, SPECIAL, INCIDENTAL, OR CONSEQUENTIAL
DAMAGES, INCLUDING LOST PROFITS, ARISING OUT OF THE USE OF THIS SOFTWARE AND ITS DOCUMENTATION, EVEN IF THE UNIVERSITY OF
CALIFORNIA HAS BEEN ADVISED OF THE POSSIBILITY OF SUCH DAMAGE.

THE UNIVERSITY OF CALIFORNIA SPECIFICALLY DISCLAIMS ANY WARRANTIES, INCLUDING, BUT NOT LIMITED TO, THE IMPLIED WARRANTIES OF
MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE. THE SOFTWARE PROVIDED HEREUNDER IS ON AN "AS IS" BASIS, AND THE UNIVERSITY
OF CALIFORNIA HAS NO OBLIGATIONS TO PROVIDE MAINTENANCE, SUPPORT, UPDATES, ENHANCEMENTS, OR MODIFICATIONS.

OpenSSL License

Copyright®© 1998-2019 The OpenSSL Project. All rights reserved.
Redistribution and use in source and binary forms, with or without modification, are permitted provided that the following conditions are met:
1. Redistributions of source code must retain the above copyright notice, this list of conditions and the following disclaimer.

2. Redistributions in binary form must reproduce the above copyright notice, this list of conditions and the following disclaimer in the documentation and/or other
materials provided with the distribution.

3. All advertising materials mentioning features or use of this software must display the following acknowledgment: "This product includes software developed by the
OpenSSL Project for use in .the OpenSSL Toolkit." (https:/www.openssl.org/)

4. The names "OpenSSL Toolkit" and "OpenSSL Project" must not be used to endorse or promote products derived from this software without prior written permission.
For written permission, please contact openssl-core@openssl.org.

5. Products derived from this software may not be called "OpenSSL" nor may "OpenSSL" appear in their names without prior written permission of the OpenSSL Project.

6. Redistributions of any form whatsoever must retain the following acknowledgment: "This product includes software developed by the OpenSSL Project for use in the
OpenSSL Toolkit. (https://www.openssl.org)

THIS SOFTWARE IS PROVIDED BY THE OpenSSL PROJECT "AS IS" AND ANY EXPRESSED OR IMPLIED WARRANTIES, INCLUDING, BUT NOT LIMITED TO, THE
IMPLIED WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE ARE DISCLAIMED. IN NO EVENT SHALL THE OpenSSL PROJECT
OR ITS CONTRIBUTORS BE LIABLE FOR ANY DIRECT, INDIRECT, INCIDENTAL, SPECIAL, EXEMPLARY, OR CONSEQUENTIAL DAMAGES (INCLUDING, BUT
NOT LIMITED TO, PROCUREMENT OF SUBSTITUTE GOODS OR SERVICES; LOSS OF USE, DATA, OR PROFITS; OR BUSINESS INTERRUPTION) HOWEVER
CAUSED AND ON ANY THEORY OF LIABILITY, WHETHER IN CONTRACT, STRICT LIABILITY, OR TORT (INCLUDING NEGLIGENCE OR OTHERWISE) ARISING IN
ANY WAY OUT OF THE USE OF THIS SOFTWARE, EVEN IF ADVISED OF THE POSSIBILITY OF SUCH DAMAGE.

This product includes cryptographic software written by Eric Young (eay@cryptsoft.com). This product includes software written by Tim Hudson (tjh@cryptsoft.com).
Original SSLeay License

Copyright®© 1995-1998 Eric Young (eay@cryptsoft.com) All rights reserved.
This package is an SSL implementation written by Eric Young (eay@cryptsoft.com). The implementation was written so as to conform with Netscapes SSL.

This library is free for commercial and non-commercial use as long as the following conditions are aheared to. The following conditions apply to all code found in this
distribution, be it the RC4, RSA, Ihash, DES, etc., code; not just the SSL code. The SSL documentation included with this distribution is covered by the same copyright
terms except that the holder is Tim Hudson (tjh@cryptsoft.com).

Copyright remains Eric Young's, and as such any Copyright notices in the code are not to be removed. If this package is used in a product, Eric Young should be given
attribution as the author of the parts of the library used. This can be in the form of a textual message at program startup or in documentation (online or textual) provided
with the package.

Redistribution and use in source and binary forms, with or without modification, are permitted provided that the following conditions are met:
1. Redistributions of source code must retain the copyright notice, this list of conditions and the following disclaimer.

2. Redistributions in binary form must reproduce the above copyright notice, this list of conditions and the following disclaimer in the documentation and/or other
materials provided with the distribution.
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3. All advertising materials mentioning features or use of this software must display the following acknowledgement: "This product includes cryptographic software
written by Eric Young (eay@cryptsoft.com)" The word "cryptographic" can be left out if the routines from the library being used are not cryptographic related :-).

4. If you include any Windows specific code (or a derivative thereof) from the apps directory (application code) you must include an acknowledgement: "This product
includes software written by Tim Hudson (tjh@cryptsoft.com)”

THIS SOFTWARE IS PROVIDED BY ERIC YOUNG "AS IS" AND ANY EXPRESS OR IMPLIED WARRANTIES, INCLUDING, BUT NOT LIMITED TO, THE IMPLIED
WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE ARE DISCLAIMED. IN NO EVENT SHALL THE AUTHOR OR
CONTRIBUTORS BE LIABLE FOR ANY DIRECT, INDIRECT, INCIDENTAL, SPECIAL, EXEMPLARY, OR CONSEQUENTIAL DAMAGES (INCLUDING, BUT NOT
LIMITED TO, PROCUREMENT OF SUBSTITUTE GOODS OR SERVICES; LOSS OF USE, DATA, OR PROFITS; OR BUSINESS INTERRUPTION) HOWEVER
CAUSED AND ON ANY THEORY OF LIABILITY, WHETHER IN CONTRACT, STRICT LIABILITY, OR TORT (INCLUDING NEGLIGENCE OR OTHERWISE) ARISING IN
ANY WAY OUT OF THE USE OF THIS SOFTWARE, EVEN IF ADVISED OF THE POSSIBILITY OF SUCH DAMAGE.

The licence and distribution terms for any publically available version or derivative of this code cannot be changed. i.e. this code cannot simply be copied and put under
another distribution licence [including the GNU Public Licence.]

gawk

GNU GENERAL PUBLIC LICENSE Version 2, June 1991

https://www.gnu.org/licenses/gpl-2.0.html
Copyright© 1989, 1991 Free Software Foundation, Inc.

51 Franklin Street, Fifth Floor,
Boston, MA 02110-1301, USA

Everyone is permitted to copy and distribute verbatim copies of this license document, but changing it is not allowed.

The licenses for most software are designed to take away your freedom to share and change it. By contrast, the GNU General Public License is intended to guarantee your
freedom to share and change free software--to make sure the software is free for all its users. This General Public License applies to most of the Free Software
Foundation's software and to any other program whose authors commit to using it. (Some other Free Software Foundation software is covered by the GNU Lesser General
Public License instead.) You can apply it to your programs, too.

When we speak of free software, we are referring to freedom, not price. Our General Public Licenses are designed to make sure that you have the freedom to distribute
copies of free software (and charge for this service if you wish), that you receive source code or can get it if you want it, that you can change the software or use pieces of it
in new free programs; and that you know you can do these things.

To protect your rights, we need to make restrictions that forbid anyone to deny you these rights or to ask you to surrender the rights. These restrictions translate to certain
responsibilities for you if you distribute copies of the software, or if you modify it.

For example, if you distribute copies of such a program, whether gratis or for a fee, you must give the recipients all the rights that you have. You must make sure that they,
too, receive or can get the source code. And you must show them these terms so they know their rights.

We protect your rights with two steps: (1) copyright the software, and (2) offer you this license which gives you legal permission to copy, distribute and/or modify the
software.

Also, for each author's protection and ours, we want to make certain that everyone understands that there is no warranty for this free software. If the software is modified by
someone else and passed on, we want its recipients to know that what they have is not the original, so that any problems introduced by others will not reflect on the original
authors' reputations.

Finally, any free program is threatened constantly by software patents. We wish to avoid the danger that redistributors of a free program will individually obtain patent
licenses, in effect making the program proprietary. To prevent this, we have made it clear that any patent must be licensed for everyone's free use or not licensed at all.

The precise terms and conditions for copying, distribution and modification follow.
TERMS AND CONDITIONS FOR COPYING, DISTRIBUTION AND MODIFICATION

1. This License applies to any program or other work which contains a notice placed by the copyright holder saying it may be distributed under the terms of this General
Public License. The "Program”, below, refers to any such program or work, and a "work based on the Program" means either the Program or any derivative work
under copyright law: that is to say, a work containing the Program or a portion of it, either verbatim or with modifications and/or translated into another language.
(Hereinafter, translation is included without limitation in the term "modification".) Each licensee is addressed as "you".

Activities other than copying, distribution and modification are not covered by this License; they are outside its scope. The act of running the Program is not restricted,
and the output from the Program is covered only if its contents constitute a work based on the Program (independent of having been made by running the Program).
Whether that is true depends on what the Program does.

2. You may copy and distribute verbatim copies of the Program's source code as you receive it, in any medium, provided that you conspicuously and appropriately
publish on each copy an appropriate copyright notice and disclaimer of warranty; keep intact all the notices that refer to this License and to the absence of any
warranty; and give any other recipients of the Program a copy of this License along with the Program.

You may charge a fee for the physical act of transferring a copy, and you may at your option offer warranty protection in exchange for a fee.

3. You may modify your copy or copies of the Program or any portion of it, thus forming a work based on the Program, and copy and distribute such modifications or
work under the terms of Section 1 above, provided that you also meet all of these conditions:

a. You must cause the modified files to carry prominent notices stating that you changed the files and the date of any change.

b. You must cause any work that you distribute or publish, that in whole or in part contains or is derived from the Program or any part thereof, to be licensed as a
whole at no charge to all third parties under the terms of this License.

c. If the modified program normally reads commands interactively when run, you must cause it, when started running for such interactive use in the most ordinary
way, to print or display an announcement including an appropriate copyright notice and a notice that there is no warranty (or else, saying that you provide a
warranty) and that users may redistribute the program under these conditions, and telling the user how to view a copy of this License. (Exception: if the Program
itself is interactive but does not normally print such an announcement, your work based on the Program is not required to print an announcement.) These
requirements apply to the modified work as a whole. If identifiable sections of that work are not derived from the Program, and can be reasonably considered

DFdiscover 5.10.0 Acceptance Test Manual Page 326 of 332


mailto:eay@cryptsoft.com
mailto:tjh@cryptsoft.com
https://www.gnu.org/licenses/gpl-2.0.html

4.

10.

11.

12.

13.

independent and separate works in themselves, then this License, and its terms, do not apply to those sections when you distribute them as separate works. But
when you distribute the same sections as part of a whole which is a work based on the Program, the distribution of the whole must be on the terms of this
License, whose permissions for other licensees extend to the entire whole, and thus to each and every part regardless of who wrote it.

Thus, it is not the intent of this section to claim rights or contest your rights to work written entirely by you; rather, the intent is to exercise the right to control the
distribution of derivative or collective works based on the Program.

In addition, mere aggregation of another work not based on the Program with the Program (or with a work based on the Program) on a volume of a storage or
distribution medium does not bring the other work under the scope of this License.

You may copy and distribute the Program (or a work based on it, under Section 2) in object code or executable form under the terms of Sections 1 and 2 above
provided that you also do one of the following:

a. Accompany it with the complete corresponding machine-readable source code, which must be distributed under the terms of Sections 1 and 2 above on a
medium customarily used for software interchange; or,

b. Accompany it with a written offer, valid for at least three years, to give any third party, for a charge no more than your cost of physically performing source
distribution, a complete machine-readable copy of the corresponding source code, to be distributed under the terms of Sections 1 and 2 above on a medium
customarily used for software interchange; or,

c. Accompany it with the information you received as to the offer to distribute corresponding source code. (This alternative is allowed only for noncommercial
distribution and only if you received the program in object code or executable form with such an offer, in accord with Subsection b above.) The source code for a
work means the preferred form of the work for making modifications to it. For an executable work, complete source code means all the source code for all
modules it contains, plus any associated interface definition files, plus the scripts used to control compilation and installation of the executable. However, as a
special exception, the source code distributed need not include anything that is normally distributed (in either source or binary form) with the major components
(compiler, kernel, and so on) of the operating system on which the executable runs, unless that component itself accompanies the executable.

If distribution of executable or object code is made by offering access to copy from a designated place, then offering equivalent access to copy the source code
from the same place counts as distribution of the source code, even though third parties are not compelled to copy the source along with the object code.

. You may not copy, modify, sublicense, or distribute the Program except as expressly provided under this License. Any attempt otherwise to copy, modify, sublicense

or distribute the Program is void, and will automatically terminate your rights under this License. However, parties who have received copies, or rights, from you under
this License will not have their licenses terminated so long as such parties remain in full compliance.

. You are not required to accept this License, since you have not signed it. However, nothing else grants you permission to modify or distribute the Program or its

derivative works. These actions are prohibited by law if you do not accept this License. Therefore, by modifying or distributing the Program (or any work based on the
Program), you indicate your acceptance of this License to do so, and all its terms and conditions for copying, distributing or modifying the Program or works based on
it.

. Each time you redistribute the Program (or any work based on the Program), the recipient automatically receives a license from the original licensor to copy, distribute

or modify the Program subject to these terms and conditions. You may not impose any further restrictions on the recipients' exercise of the rights granted herein. You
are not responsible for enforcing compliance by third parties to this License.

. If, as a consequence of a court judgment or allegation of patent infringement or for any other reason (not limited to patent issues), conditions are imposed on you

(whether by court order, agreement or otherwise) that contradict the conditions of this License, they do not excuse you from the conditions of this License. If you
cannot distribute so as to satisfy simultaneously your obligations under this License and any other pertinent obligations, then as a consequence you may not distribute
the Program at all. For example, if a patent license would not permit royalty-free redistribution of the Program by all those who receive copies directly or indirectly
through you, then the only way you could satisfy both it and this License would be to refrain entirely from distribution of the Program.

If any portion of this section is held invalid or unenforceable under any particular circumstance, the balance of the section is intended to apply and the section as a
whole is intended to apply in other circumstances.

It is not the purpose of this section to induce you to infringe any patents or other property right claims or to contest validity of any such claims; this section has the sole
purpose of protecting the integrity of the free software distribution system, which is implemented by public license practices. Many people have made generous
contributions to the wide range of software distributed through that system in reliance on consistent application of that system; it is up to the author/donor to decide if
he or she is willing to distribute software through any other system and a licensee cannot impose that choice.

This section is intended to make thoroughly clear what is believed to be a consequence of the rest of this License.

. If the distribution and/or use of the Program is restricted in certain countries either by patents or by copyrighted interfaces, the original copyright holder who places the

Program under this License may add an explicit geographical distribution limitation excluding those countries, so that distribution is permitted only in or among
countries not thus excluded. In such case, this License incorporates the limitation as if written in the body of this License.

The Free Software Foundation may publish revised and/or new versions of the General Public License from time to time. Such new versions will be similar in spirit to
the present version, but may differ in detail to address new problems or concerns.

Each version is given a distinguishing version number. If the Program specifies a version number of this License which applies to it and "any later version", you have
the option of following the terms and conditions either of that version or of any later version published by the Free Software Foundation. If the Program does not
specify a version number of this License, you may choose any version ever published by the Free Software Foundation.

If you wish to incorporate parts of the Program into other free programs whose distribution conditions are different, write to the author to ask for permission. For
software which is copyrighted by the Free Software Foundation, write to the Free Software Foundation; we sometimes make exceptions for this. Our decision will be
guided by the two goals of preserving the free status of all derivatives of our free software and of promoting the sharing and reuse of software generally. NO
WARRANTY

BECAUSE THE PROGRAM IS LICENSED FREE OF CHARGE, THERE IS NO WARRANTY FOR THE PROGRAM, TO THE EXTENT PERMITTED BY
APPLICABLE LAW. EXCEPT WHEN OTHERWISE STATED IN WRITING THE COPYRIGHT HOLDERS AND/OR OTHER PARTIES PROVIDE THE PROGRAM "AS
IS" WITHOUT WARRANTY OF ANY KIND, EITHER EXPRESSED OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, THE IMPLIED WARRANTIES OF
MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE. THE ENTIRE RISK AS TO THE QUALITY AND PERFORMANCE OF THE PROGRAM IS
WITH YOU. SHOULD THE PROGRAM PROVE DEFECTIVE, YOU ASSUME THE COST OF ALL NECESSARY SERVICING, REPAIR OR CORRECTION.

IN NO EVENT UNLESS REQUIRED BY APPLICABLE LAW OR AGREED TO IN WRITING WILL ANY COPYRIGHT HOLDER, OR ANY OTHER PARTY WHO MAY
MODIFY AND/OR REDISTRIBUTE THE PROGRAM AS PERMITTED ABOVE, BE LIABLE TO YOU FOR DAMAGES, INCLUDING ANY GENERAL, SPECIAL,
INCIDENTAL OR CONSEQUENTIAL DAMAGES ARISING OUT OF THE USE OR INABILITY TO USE THE PROGRAM (INCLUDING BUT NOT LIMITED TO LOSS
OF DATA OR DATA BEING RENDERED INACCURATE OR LOSSES SUSTAINED BY YOU OR THIRD PARTIES OR A FAILURE OF THE PROGRAM TO
OPERATE WITH ANY OTHER PROGRAMS), EVEN IF SUCH HOLDER OR OTHER PARTY HAS BEEN ADVISED OF THE POSSIBILITY OF SUCH DAMAGES.
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Ghostscript

The files in the base, psi, lib, toolbin, examples, doc and man directories (folders) and any subdirectories (sub-folders) thereof are part of GPL Ghostscript.

The files in the Resource directory and any subdirectories thereof are also part of GPL Ghostscript, with the explicit exception of the files in the CMap subdirectory (except
"ldentity-UTF16-H", which is part of GPL Ghostscript). The CMap files are copyright Adobe Systems Incorporated and covered by a separate, GPL compatible license.

The files under the jpegxr directory and any subdirectories thereof are distributed under a no cost, open source license granted by the ITU/ISO/IEC but it is not GPL
compatible - see jpegxr/COPYRIGHT.txt for details.

GPL Ghostscript is free software; you can redistribute it and/or modify it under the terms the GNU General Public License as published by the Free Software Foundation,
either version 3 of the License, or (at your option) any later version.

GPL Ghostscript is distributed in the hope that it will be useful, but WITHOUT ANY WARRANTY ; without even the implied warranty of MERCHANTABILITY or FITNESS
FOR A PARTICULAR PURPOSE. See the GNU General Public License for more details.

You should have received a copy of the GNU General Public License along with this program so you can know your rights and responsibilities. It should be in a file named
doc/COPYING. If not, write to the

Free Software Foundation, Inc.,
59 Temple Place Suite 330,
Boston, MA, 02111-1307, USA.

GPL Ghostscript contains an implementation of techniques covered by US Patents 5,055,942 and 5,917,614, and corresponding international patents. These patents are
licensed for use with GPL Ghostscript under the following grant:

Whereas, Raph Levien (hereinafter "Inventor") has obtained patent protection for related technology (hereinafter "Patented Technology"), Inventor wishes to aid the the
GNU free software project in achieving its goals, and Inventor also wishes to increase public awareness of Patented Technology, Inventor hereby grants a fully paid up,
nonexclusive, royalty free license to practice the patents listed below ("the Patents") if and only if practiced in conjunction with software distributed under the terms of any
version of the GNU General Public License as published by the

Free Software Foundation, 59 Temple Place, Suite 330, Boston, MA 02111.

Inventor reserves all other rights, including without limitation, licensing for software not distributed under the GNU General Public License.

5055942 Photographic image reproduction device using digital halftoning to para images allowing adjustable coarseness 5917614 Method and apparatus for error diffusion
paraing of images with improved smoothness in highlight and shadow regions

MariaDB and FreeTDS

GNU LESSER GENERAL PUBLIC LICENSE Version 2.1, February 1999 https://www.gnu.org/licenses/Igpl-2.1.html

Copyright© 1991, 1999

Free Software Foundation, Inc.
51 Franklin Street, Fifth Floor, Boston, MA 02110-1301, USA

Everyone is permitted to copy and distribute verbatim copies of this license document, but changing it is not allowed.
[This is the first released version of the Lesser GPL. It also counts as the successor of the GNU Library Public License, version 2, hence the version number 2.1.]

Preamble The licenses for most software are designed to take away your freedom to share and change it. By contrast, the GNU General Public Licenses are intended to
guarantee your freedom to share and change free software--to make sure the software is free for all its users.

This license, the Lesser General Public License, applies to some specially designated software packages--typically libraries--of the Free Software Foundation and other
authors who decide to use it. You can use it too, but we suggest you first think carefully about whether this license or the ordinary General Public License is the better
strategy to use in any particular case, based on the explanations below.

When we speak of free software, we are referring to freedom of use, not price. Our General Public Licenses are designed to make sure that you have the freedom to
distribute copies of free software (and charge for this service if you wish); that you receive source code or can get it if you want it; that you can change the software and
use pieces of it in new free programs; and that you are informed that you can do these things.

To protect your rights, we need to make restrictions that forbid distributors to deny you these rights or to ask you to surrender these rights. These restrictions translate to
certain responsibilities for you if you distribute copies of the library or if you modify it.

For example, if you distribute copies of the library, whether gratis or for a fee, you must give the recipients all the rights that we gave you. You must make sure that they,
too, receive or can get the source code. If you link other code with the library, you must provide complete object files to the recipients, so that they can relink them with the
library after making changes to the library and recompiling it. And you must show them these terms so they know their rights.

We protect your rights with a two-step method:
1. we copyright the library, and
2. we offer you this license, which gives you legal permission to copy, distribute and/or modify the library.

To protect each distributor, we want to make it very clear that there is no warranty for the free library. Also, if the library is modified by someone else and passed on, the
recipients should know that what they have is not the original version, so that the original author's reputation will not be affected by problems that might be introduced by
others.

Finally, software patents pose a constant threat to the existence of any free program. We wish to make sure that a company cannot effectively restrict the users of a free
program by obtaining a restrictive license from a patent holder. Therefore, we insist that any patent license obtained for a version of the library must be consistent with the
full freedom of use specified in this license.

Most GNU software, including some libraries, is covered by the ordinary GNU General Public License. This license, the GNU Lesser General Public License, applies to
certain designated libraries, and is quite different from the ordinary General Public License. We use this license for certain libraries in order to permit linking those libraries
into non-free programs.
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When a program is linked with a library, whether statically or using a shared library, the combination of the two is legally speaking a combined work, a derivative of the
original library. The ordinary General Public License therefore permits such linking only if the entire combination fits its criteria of freedom. The Lesser General Public
License permits more lax criteria for linking other code with the library.

We call this license the "Lesser" General Public License because it does Less to protect the user's freedom than the ordinary General Public License. It also provides other
free software developers Less of an advantage over competing non-free programs. These disadvantages are the reason we use the ordinary General Public License for
many libraries. However, the Lesser license provides advantages in certain special circumstances.

For example, on rare occasions, there may be a special need to encourage the widest possible use of a certain library, so that it becomes a de-facto standard. To achieve
this, non-free programs must be allowed to use the library. A more frequent case is that a free library does the same job as widely used non-free libraries. In this case,
there is little to gain by limiting the free library to free software only, so we use the Lesser General Public License.

In other cases, permission to use a particular library in non-free programs enables a greater number of people to use a large body of free software. For example,
permission to use the GNU C Library in non-free programs enables many more people to use the whole GNU operating system, as well as its variant, the GNU/Linux
operating system.

Although the Lesser General Public License is Less protective of the users' freedom, it does ensure that the user of a program that is linked with the Library has the
freedom and the wherewithal to run that program using a modified version of the Library.

The precise terms and conditions for copying, distribution and modification follow. Pay close attention to the difference between a "work based on the library" and a "work
that uses the library". The former contains code derived from the library, whereas the latter must be combined with the library in order to run.

TERMS AND CONDITIONS FOR COPYING, DISTRIBUTION AND MODIFICATION

1. This License Agreement applies to any software library or other program which contains a notice placed by the copyright holder or other authorized party saying it may
be distributed under the terms of this Lesser General Public License (also called "this License"). Each licensee is addressed as "you".

A "library" means a collection of software functions and/or data prepared so as to be conveniently linked with application programs (which use some of those functions
and data) to form executables.

The "Library", below, refers to any such software library or work which has been distributed under these terms. A "work based on the Library" means either the Library
or any derivative work under copyright law: that is to say, a work containing the Library or a portion of it, either verbatim or with modifications and/or translated
straightforwardly into another language. (Hereinafter, translation is included without limitation in the term "modification".)

"Source code" for a work means the preferred form of the work for making modifications to it. For a library, complete source code means all the source code for all
modules it contains, plus any associated interface definition files, plus the scripts used to control compilation and installation of the library.

Activities other than copying, distribution and modification are not covered by this License; they are outside its scope. The act of running a program using the Library is
not restricted, and output from such a program is covered only if its contents constitute a work based on the Library (independent of the use of the Library in a tool for
writing it). Whether that is true depends on what the Library does and what the program that uses the Library does.

2. You may copy and distribute verbatim copies of the Library's complete source code as you receive it, in any medium, provided that you conspicuously and
appropriately publish on each copy an appropriate copyright notice and disclaimer of warranty; keep intact all the notices that refer to this License and to the absence
of any warranty; and distribute a copy of this License along with the Library.

You may charge a fee for the physical act of transferring a copy, and you may at your option offer warranty protection in exchange for a fee.

3. You may modify your copy or copies of the Library or any portion of it, thus forming a work based on the Library, and copy and distribute such modifications or work
under the terms of Section 1 above, provided that you also meet all of these conditions:

a. The modified work must itself be a software library.
b. You must cause the files modified to carry prominent notices stating that you changed the files and the date of any change.
c. You must cause the whole of the work to be licensed at no charge to all third parties under the terms of this License.

d. If a facility in the modified Library refers to a function or a table of data to be supplied by an application program that uses the facility, other than as an argument
passed when the facility is invoked, then you must make a good faith effort to ensure that, in the event an application does not supply such function or table, the
facility still operates, and performs whatever part of its purpose remains meaningful. (For example, a function in a library to compute square roots has a purpose
that is entirely well-defined independent of the application. Therefore, Subsection 2d requires that any application-supplied function or table used by this function
must be optional: if the application does not supply it, the square root function must still compute square roots.)

These requirements apply to the modified work as a whole. If identifiable sections of that work are not derived from the Library, and can be reasonably
considered independent and separate works in themselves, then this License, and its terms, do not apply to those sections when you distribute them as separate
works. But when you distribute the same sections as part of a whole which is a work based on the Library, the distribution of the whole must be on the terms of
this License, whose permissions for other licensees extend to the entire whole, and thus to each and every part regardless of who wrote it.

Thus, it is not the intent of this section to claim rights or contest your rights to work written entirely by you; rather, the intent is to exercise the right to control the
distribution of derivative or collective works based on the Library.

In addition, mere aggregation of another work not based on the Library with the Library (or with a work based on the Library) on a volume of a storage or
distribution medium does not bring the other work under the scope of this License.

4. You may opt to apply the terms of the ordinary GNU General Public License instead of this License to a given copy of the Library. To do this, you must alter all the
notices that refer to this License, so that they refer to the ordinary GNU General Public License, version 2, instead of to this License. (If a newer version than version 2
of the ordinary GNU General Public License has appeared, then you can specify that version instead if you wish.) Do not make any other change in these notices.

Once this change is made in a given copy, it is irreversible for that copy, so the ordinary GNU General Public License applies to all subsequent copies and derivative
works made from that copy.

This option is useful when you wish to copy part of the code of the Library into a program that is not a library.

5. You may copy and distribute the Library (or a portion or derivative of it, under Section 2) in object code or executable form under the terms of Sections 1 and 2 above
provided that you accompany it with the complete corresponding machine-readable source code, which must be distributed under the terms of Sections 1 and 2 above
on a medium customarily used for software interchange.
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If distribution of object code is made by offering access to copy from a designated place, then offering equivalent access to copy the source code from the same place
satisfies the requirement to distribute the source code, even though third parties are not compelled to copy the source along with the object code.

6. A program that contains no derivative of any portion of the Library, but is designed to work with the Library by being compiled or linked with it, is called a "work that
uses the Library". Such a work, in isolation, is not a derivative work of the Library, and therefore falls outside the scope of this License.

However, linking a "work that uses the Library" with the Library creates an executable that is a derivative of the Library (because it contains portions of the Library),
rather than a "work that uses the library". The executable is therefore covered by this License. Section 6 states terms for distribution of such executables.

When a "work that uses the Library" uses material from a header file that is part of the Library, the object code for the work may be a derivative work of the Library
even though the source code is not. Whether this is true is especially significant if the work can be linked without the Library, or if the work is itself a library. The
threshold for this to be true is not precisely defined by law.

If such an object file uses only numerical parameters, data structure layouts and accessors, and small macros and small inline functions (ten lines or less in length),
then the use of the object file is unrestricted, regardless of whether it is legally a derivative work. (Executables containing this object code plus portions of the Library
will still fall under Section 6.)

Otherwise, if the work is a derivative of the Library, you may distribute the object code for the work under the terms of Section 6. Any executables containing that work
also fall under Section 6, whether or not they are linked directly with the Library itself.

7. As an exception to the Sections above, you may also combine or link a "work that uses the Library" with the Library to produce a work containing portions of the
Library, and distribute that work under terms of your choice, provided that the terms permit modification of the work for the customer's own use and reverse
engineering for debugging such modifications.

You must give prominent notice with each copy of the work that the Library is used in it and that the Library and its use are covered by this License. You must supply a
copy of this License. If the work during execution displays copyright notices, you must include the copyright notice for the Library among them, as well as a reference
directing the user to the copy of this License.

Also, you must do one of these things:

a. Accompany the work with the complete corresponding machine-readable source code for the Library including whatever changes were used in the work (which
must be distributed under Sections 1 and 2 above); and, if the work is an executable linked with the Library, with the complete machine-readable "work that uses
the Library", as object code and/or source code, so that the user can modify the Library and then relink to produce a modified executable containing the modified
Library. (It is understood that the user who changes the contents of definitions files in the Library will not necessarily be able to recompile the application to use
the modified definitions.)

b. Use a suitable shared library mechanism for linking with the Library. A suitable mechanism is one that
i. uses at run time a copy of the library already present on the user's computer system, rather than copying library functions into the executable, and

ii. will operate properly with a modified version of the library, if the user installs one, as long as the modified version is interface-compatible with the version
that the work was made with.

c. Accompany the work with a written offer, valid for at least three years, to give the same user the materials specified in Subsection 6a, above, for a charge no
more than the cost of performing this distribution.

d. If distribution of the work is made by offering access to copy from a designated place, offer equivalent access to copy the above specified materials from the
same place.

e. Verify that the user has already received a copy of these materials or that you have already sent this user a copy. For an executable, the required form of the
"work that uses the Library" must include any data and utility programs needed for reproducing the executable from it. However, as a special exception, the
materials to be distributed need not include anything that is normally distributed (in either source or binary form) with the major components (compiler, kernel,
and so on) of the operating system on which the executable runs, unless that component itself accompanies the executable.

It may happen that this requirement contradicts the license restrictions of other proprietary libraries that do not normally accompany the operating system. Such a
contradiction means you cannot use both them and the Library together in an executable that you distribute.

—

. You may place library facilities that are a work based on the Library side-by-side in a single library together with other library facilities not covered by this License,
and distribute such a combined library, provided that the separate distribution of the work based on the Library and of the other library facilities is otherwise
permitted, and provided that you do these two things:

a. Accompany the combined library with a copy of the same work based on the Library, uncombined with any other library facilities. This must be distributed
under the terms of the Sections above.

b. Give prominent notice with the combined library of the fact that part of it is a work based on the Library, and explaining where to find the accompanying
uncombined form of the same work.

g. You may not copy, modify, sublicense, link with, or distribute the Library except as expressly provided under this License. Any attempt otherwise to copy, modify,
sublicense, link with, or distribute the Library is void, and will automatically terminate your rights under this License. However, parties who have received copies,
or rights, from you under this License will not have their licenses terminated so long as such parties remain in full compliance.

h. You are not required to accept this License, since you have not signed it. However, nothing else grants you permission to modify or distribute the Library or its
derivative works. These actions are prohibited by law if you do not accept this License. Therefore, by modifying or distributing the Library (or any work based on
the Library), you indicate your acceptance of this License to do so, and all its terms and conditions for copying, distributing or modifying the Library or works
based on it.

. Each time you redistribute the Library (or any work based on the Library), the recipient automatically receives a license from the original licensor to copy,
distribute, link with or modify the Library subject to these terms and conditions. You may not impose any further restrictions on the recipients' exercise of the
rights granted herein. You are not responsible for enforcing compliance by third parties with this License.

j- If, as a consequence of a court judgment or allegation of patent infringement or for any other reason (not limited to patent issues), conditions are imposed on you
(whether by court order, agreement or otherwise) that contradict the conditions of this License, they do not excuse you from the conditions of this License. If you
cannot distribute so as to satisfy simultaneously your obligations under this License and any other pertinent obligations, then as a consequence you may not
distribute the Library at all. For example, if a patent license would not permit royalty-free redistribution of the Library by all those who receive copies directly or
indirectly through you, then the only way you could satisfy both it and this License would be to refrain entirely from distribution of the Library.

If any portion of this section is held invalid or unenforceable under any particular circumstance, the balance of the section is intended to apply, and the section as
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a whole is intended to apply in other circumstances.

It is not the purpose of this section to induce you to infringe any patents or other property right claims or to contest validity of any such claims; this section has the
sole purpose of protecting the integrity of the free software distribution system which is implemented by public license practices. Many people have made
generous contributions to the wide range of software distributed through that system in reliance on consistent application of that system; it is up to the
author/donor to decide if he or she is willing to distribute software through any other system and a licensee cannot impose that choice.

This section is intended to make thoroughly clear what is believed to be a consequence of the rest of this License.
k. If the distribution and/or use of the Library is restricted in certain countries either by patents or by copyrighted interfaces, the original copyright holder who places

the Library under this License may add an explicit geographical distribution limitation excluding those countries, so that distribution is permitted only in or among
countries not thus excluded. In such case, this License incorporates the limitation as if written in the body of this License.

. The Free Software Foundation may publish revised and/or new versions of the Lesser General Public License from time to time. Such new versions will be
similar in spirit to the present version, but may differ in detail to address new problems or concerns.

Each version is given a distinguishing version number. If the Library specifies a version number of this License which applies to it and "any later version", you
have the option of following the terms and conditions either of that version or of any later version published by the Free Software Foundation. If the Library does
not specify a license version number, you may choose any version ever published by the Free Software Foundation.

m. If you wish to incorporate parts of the Library into other free programs whose distribution conditions are incompatible with these, write to the author to ask for
permission. For software which is copyrighted by the Free Software Foundation, write to the Free Software Foundation; we sometimes make exceptions for this.
Our decision will be guided by the two goals of preserving the free status of all derivatives of our free software and of promoting the sharing and reuse of
software generally.

NO WARRANTY

n. BECAUSE THE LIBRARY IS LICENSED FREE OF CHARGE, THERE IS NO WARRANTY FOR THE LIBRARY, TO THE EXTENT PERMITTED BY
APPLICABLE LAW. EXCEPT WHEN OTHERWISE STATED IN WRITING THE COPYRIGHT HOLDERS AND/OR OTHER PARTIES PROVIDE THE LIBRARY
"AS IS" WITHOUT WARRANTY OF ANY KIND, EITHER EXPRESSED OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, THE IMPLIED WARRANTIES OF
MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE. THE ENTIRE RISK AS TO THE QUALITY AND PERFORMANCE OF THE LIBRARY IS
WITH YOU. SHOULD THE LIBRARY PROVE DEFECTIVE, YOU ASSUME THE COST OF ALL NECESSARY SERVICING, REPAIR OR CORRECTION.

o. INNO EVENT UNLESS REQUIRED BY APPLICABLE LAW OR AGREED TO IN WRITING WILL ANY COPYRIGHT HOLDER, OR ANY OTHER PARTY WHO
MAY MODIFY AND/OR REDISTRIBUTE THE LIBRARY AS PERMITTED ABOVE, BE LIABLE TO YOU FOR DAMAGES, INCLUDING ANY GENERAL,
SPECIAL, INCIDENTAL OR CONSEQUENTIAL DAMAGES ARISING OUT OF THE USE OR INABILITY TO USE THE LIBRARY (INCLUDING BUT NOT
LIMITED TO LOSS OF DATA OR DATA BEING RENDERED INACCURATE OR LOSSES SUSTAINED BY YOU OR THIRD PARTIES OR A FAILURE OF THE
LIBRARY TO OPERATE WITH ANY OTHER SOFTWARE), EVEN IF SUCH HOLDER OR OTHER PARTY HAS BEEN ADVISED OF THE POSSIBILITY OF
SUCH DAMAGES.

QtAV

© Wang Bin wbsecg1@gmail.com Shanghai University->S3 Graphics->Deepin, Shanghai, China 2013-01-21

QtAV is free software licensed under the term of LGPL v2.1. The player example is licensed under GPL v3. If you use QtAV or its constituent libraries, you must
adhere to the terms of the license in question.

Rather than repeating the text of the LGPL v2.1, the original text can be found in GNU LESSER GENERAL PUBLIC LICENSE, Version 2.1.

FFmpeg

Most files in FFmpeg are under the GNU Lesser General Public License version 2.1 or later (LGPL v2.1+). Read the file 'COPYING.LGPLv2.1" for details. Some other files
have MIT/X11/BSD-style licenses. In combination the LGPL v2.1+ applies to FFmpeg.

Rather than repeating the text of the LGPL v2.1, the original text can be found in GNU LESSER GENERAL PUBLIC LICENSE, Version 2.1.

c3.js

The MIT License (MIT) © 2013 Masayuki Tanaka

Permission is hereby granted, free of charge, to any person obtaining a copy of this software and associated documentation files (the "Software"), to deal in the Software
without restriction, including without limitation the rights to use, copy, modify, merge, publish, distribute, sublicense, and/or sell copies of the Software, and to permit
persons to whom the Software is furnished to do so, subject to the following conditions:

The above copyright notice and this permission notice shall be included in all copies or substantial portions of the Software.

THE SOFTWARE IS PROVIDED "AS IS", WITHOUT WARRANTY OF ANY KIND, EXPRESS OR IMPLIED, INCLUDING BUT NOT LIMITED TO THE WARRANTIES OF
MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE AND NONINFRINGEMENT. IN NO EVENT SHALL THE AUTHORS OR COPYRIGHT HOLDERS BE
LIABLE FOR ANY CLAIM, DAMAGES OR OTHER LIABILITY, WHETHER IN AN ACTION OF CONTRACT, TORT OR OTHERWISE, ARISING FROM, OUT OF OR IN
CONNECTION WITH THE SOFTWARE OR THE USE OR OTHER DEALINGS IN THE SOFTWARE.

d3.js

Copyright© 2010-2017 Mike Bostock All rights reserved.

Redistribution and use in source and binary forms, with or without modification, are permitted provided that the following conditions are met: * Redistributions of source
code must retain the above copyright notice, this list of conditions and the following disclaimer. * Redistributions in binary form must reproduce the above copyright notice,
this list of conditions and the following disclaimer in the documentation and/or other materials provided with the distribution. * Neither the name of the author nor the names
of contributors may be used to endorse or promote products derived from this software without specific prior written permission.

THIS SOFTWARE IS PROVIDED BY THE COPYRIGHT HOLDERS AND CONTRIBUTORS "AS IS" AND ANY EXPRESS OR IMPLIED WARRANTIES, INCLUDING, BUT
NOT LIMITED TO, THE IMPLIED WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE ARE DISCLAIMED. IN NO EVENT SHALL
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THE COPYRIGHT OWNER OR CONTRIBUTORS BE LIABLE FOR ANY DIRECT, INDIRECT, INCIDENTAL, SPECIAL, EXEMPLARY, OR CONSEQUENTIAL
DAMAGES (INCLUDING, BUT NOT LIMITED TO, PROCUREMENT OF SUBSTITUTE GOODS OR SERVICES; LOSS OF USE, DATA, OR PROFITS; OR BUSINESS
INTERRUPTION) HOWEVER CAUSED AND ON ANY THEORY OF LIABILITY, WHETHER IN CONTRACT, STRICT LIABILITY, OR TORT (INCLUDING NEGLIGENCE
OR OTHERWISE) ARISING IN ANY WAY OUT OF THE USE OF THIS SOFTWARE, EVEN IF ADVISED OF THE POSSIBILITY OF SUCH DAMAGE.

jwt-cpp
MIT License

Copyright © 2018 Dominik Thalhammer

Permission is hereby granted, free of charge, to any person obtaining a copy of this software and associated documentation files (the “Software”), to deal in the Software
without restriction, including without limitation the rights to use, copy, modify, merge, publish, distribute, sublicense, and/or sell copies of the Software, and to permit
persons to whom the Software is furnished to do so, subject to the following conditions:

The above copyright notice and this permission notice shall be included in all copies or substantial portions of the Software.

THE SOFTWARE IS PROVIDED “AS IS”, WITHOUT WARRANTY OF ANY KIND, EXPRESS OR IMPLIED, INCLUDING BUT NOT LIMITED TO THE WARRANTIES OF
MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE AND NONINFRINGEMENT. IN NO EVENT SHALL THE AUTHORS OR COPYRIGHT HOLDERS BE
LIABLE FOR ANY CLAIM, DAMAGES OR OTHER LIABILITY, WHETHER IN AN ACTION OF CONTRACT, TORT OR OTHERWISE, ARISING FROM, OUT OF OR IN
CONNECTION WITH THE SOFTWARE OR THE USE OR OTHER DEALINGS IN THE SOFTWARE.

QXlsx

The MIT License
Copyright © 2017-, https://github.com/j2doll/QXIsx

Permission is hereby granted, free of charge, to any person obtaining a copy of this software and associated documentation files (the “Software”), to deal in the Software
without restriction, including without limitation the rights to use, copy, modify, merge, publish, distribute, sublicense, and/or sell copies of the Software, and to permit
persons to whom the Software is furnished to do so, subject to the following conditions:

The above copyright notice and this permission notice shall be included in all copies or substantial portions of the Software.

THE SOFTWARE IS PROVIDED “AS IS”, WITHOUT WARRANTY OF ANY KIND, EXPRESS OR IMPLIED, INCLUDING BUT NOT LIMITED TO THE WARRANTIES OF
MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE AND NONINFRINGEMENT. IN NO EVENT SHALL THE AUTHORS OR COPYRIGHT HOLDERS BE
LIABLE FOR ANY CLAIM, DAMAGES OR OTHER LIABILITY, WHETHER IN AN ACTION OF CONTRACT, TORT OR OTHERWISE, ARISING FROM, OUT OF OR IN
CONNECTION WITH THE SOFTWARE OR THE USE OR OTHER DEALINGS IN THE SOFTWARE.
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